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Site: null
	 Page 1 of I

Form Approved: OMB No. 0910-0511 Expiration Date: April 30. 2016. See instructions for OMB Statement.

DEPARTMENT OF HEALTH AND HUMAN SERVICES 	 PAYMENT IDENTIFICATION NUMBER: FOOD AND DRUG ADMINISTRATION 	 W	 h Payment Identification number on our checkMEDICAL DEVICE USER FEE COVER SHEET rite e ay	 y

A completed cover sheet must accompany each original application or supplement subject to fees. If payment is sent by U.S. mail or
courier, please include a copy of this completed form with payment. Payment and mailing instructions can be found at:
http://www.fda.gov/oc/mdufma/coversheet.html

1. COMPANY NAME AND ADDRESS (include name, street 	 2. CONTACT NAME
address, city state, country, and post office code) 	 Andrene Heron

2.1 E-MAIL ADDRESS
ROCHE DIAGNOSTICS CORP 	 andrene.heron@roche.com
9115 HAGUE ROAD
P0 BOX 50416	 2.2 TELEPHONE NUMBER (include Area code)

INDIANAPOLIS
	 317-521-2150(2-- 

US	 2.3 FACSIMILE (FAX) NUMBER (Include Area code)
IN 46250	 317-521-4103
us

1.1 EMPLOYER IDENTIFICATION NUMBER (EIN)
""""°1923

3. TYPE OF PREMARKET APPLICATION (Select one of the following in each column; if you are unsure, please refer to the application
descriptions at the following web site: 	 -
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm345263.htm
Select an app lication type:	 3,1 Select a center
[X] Premarket notification(510(k)); except for third party 	 [X] CDRH
[]513(g) Request for Information 	 (1 CBER
[]Biologics License Application (B LA)	 3.2 Select one of the types below
(]Premarket Approval Application (PMA) 	 [X] Original Application
[]Modular PMA	 Supplement Types:
[]Product Development Protocol (PDP) 	 []Efficacy (BLA)
[]Premarket Report (PMR) 	 []Panel Track (PMA, PMR, PDP)
[]30-Day Notice	 []Real-Time (PMA, PMR, PDP)

[]180-day (PMA, PMR, PDP)

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)
[]YES, I meet the small business criteria and have submitted the required 	 [X] NO, I am not a small business

qualifying documents to FDA
4.1 If Yes, please enter your Small Business Decision Number:

5.FDA WILL NOT ACCEPT YOUR SUBMISSION IF YOUR COMPANY HAS NOT PAID AN ESTABLISHMENT REGISTRATION FEE
THAT IS DUE TO FDA. HAS YOUR COMPANY PAID ALL ESTABLISHMENT REGISTRATION FEES THAT ARE DUE TO FDA?
[X] YES (All of our establishments have registered and paid the fee, or this is our first device, and we will register and pay the fee within
30 days of FDA's approval/clearance of this device.)
[] NO (If 'NO," FDA will not accept your submission until you have paid all fees due to FDA. This submission will not be processed; see
http://www.fda.gov/cdrh/mdufma  for additional information)

6. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE
APPLICABLE EXCEPTION.
[]This application is the first PMA submitted by a qualified small business, []The sole purpose of the application is to support

including any affiliates	 conditions of use for a pediatric population

[ I This biologics application is submitted
Health Service Act for a product licensed under

	 the PubliclIcnIy [ ] The application is submitted by a state or federal

commercially

7. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (If so, the application is
subject to the fee that applies for an original premarket approval application (PMA).
[]YES	 [X]NO

PAPERWORK REDUCTION ACT STATEMENT
Public reporting burden for this collection of information is estimated to average 18 minutes per response, including the time for reviewing
instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the collection of
information. Send comments regarding this burden estimate or any other aspect of this collection of information, including suggestions for
reducing this burden, to the address below.

Department of Health and Human Services, Food and Drug Administration, Office of Chief Information Officer, 8455 Colesville Road,
COLE-14-14253 Silver Spring, MD 20993-0002
[Please do NOT return this form to the above address, except as it pertains to comments on the burden estimate.]

8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION
	 02-Jul-2014

Form FDA 3601 (01/2007)

"Close Window" Print Cover sheet

7/2/20143

(b) (4)

(b) (4)
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Traditional 510(k) Acceptance Checklist 
ACCU-CHEK Connect Diabetes Management App 

BUH_SOP_REG_09_Att_A_02  Page 1 of 13 

Preliminary Questions Yes No 
1. Is the product a device (per section 201(h) of the FD&C Act) or a 

combination product (per 21 CFR 3.2(e)) with a device constituent part 
subject to review in a 510(k)?  

 
If it appears not to be a device (per section 201(h) of the FD&C Act) or such a 
combination product, or you are unsure, consult with the CDRH Jurisdictional 
Officer or the CBER Office Jurisdiction Liaison to determine the appropriate action, 
and inform division management. Provide a summary of the Jurisdictional 
Officer’s/Liaison’s determination. If the product does not appear to be a device or 
such a combination product, mark “No.” 

  

Comments: 
2. Is the application with the appropriate Center?  
 
If the product is a device or a combination product with a device constituent part, is it 
subject to review by the Center in which the submission was received? If you believe 
the application is not with the appropriate Center or you are unsure, consult with the 
CDRH Jurisdictional Officer or CBER Office Jurisdiction Liaison to determine the 
appropriate action and inform your division management. Provide a summary of the 
Jurisdictional Officer’s/Liaison’s determination. If application should not be 
reviewed by your Center mark “No.” 

  

Comments: 
3. If a Request for Designation (RFD) was submitted for the device or 

combination product with a device constituent part and assigned to your 
center, identify the RFD # and confirm the following: 
a. Is the device or combination product the same (e.g., design, formulation) as 

that presented in the RFD submission? 
b. Are the indications for use for the device or combination product identified in 

the 510(k) the same as those identified in the RFD submission? 
 
If you believe the product or the indications presented in the 510(k) have changed 
from the RFD, or you are unsure, consult with the CDRH Jurisdictional Officer or 
appropriate CBER Jurisdiction Liaison to determine the appropriate action and 
inform your division management. Provide summary of Jurisdictional 
Officer’s/Liaison’s determination.  
 
If the answer to either question above is no, mark “No.” If there was no RFD, skip 
this question. 

  

Comments: No RFD was submitted. 
4. Is this device type eligible for a 510(k) submission?  
 
If a 510(k) does not appear to be appropriate (e.g., Class III type and PMA required, 
or Class I or II type and 510(k)-exempt), you should consult with the CDRH 510(k) 
Program Director or appropriate CBER staff during the acceptance review. If 510(k) 
is not the appropriate regulatory submission, mark “No.” 

  

Comments: 
5. Is there a pending PMA for the same device with the same indications for 

use?  
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Traditional 510(k) Acceptance Checklist 
ACCU-CHEK Connect Diabetes Management App 

BUH_SOP_REG_09_Att_A_02  Page 2 of 13 

If yes, consult division management and the CDRH 510(k) Program Director or 
appropriate CBER staff to determine the appropriate action. 
Comments: 
6. If clinical studies have been submitted, is the submitter the subject of an 

Application Integrity Policy (AIP)?  
 
If yes, consult with the CDRH Office of Compliance/Division of Bioresearch 
Monitoring (OC/DBM - BIMO) or CBER Office of Compliance and Biologics 
Quality/Division of Inspections and Surveillance/Bioresearch Monitoring Branch 
(OCBQ/DIS/BMB) to determine the appropriate action.  

  

 

Organizational Elements 
Note: Failure to include these items alone generally should not result in an RTA designation. Yes No 

1. Submission contains Table of Contents   
2. Each section is labeled (e.g., headings or tabs designating Device Description 

section, Labeling section, etc.)   

3. All pages of the submission are numbered   

4. Type of 510(k) is identified (i.e., traditional, abbreviated, or special    

Comments: Traditional 510(k) 
  

12

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Traditional 510(k) Acceptance Checklist 
ACCU-CHEK Connect Diabetes Management App 

BUH_SOP_REG_09_Att_A_02  Page 3 of 13 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 
Note: Check “Yes” if item is present, “N/A” if it is not needed and “No” if it is not 
included but needed. 

Yes No N/A 

 Any “No” answer will result in a “Refuse to Accept” decision.  
 Each element on the checklist should be addressed within the submission. 

An applicant may provide a rationale for omission for any criteria that are 
deemed not applicable. If a rationale is provided, the criterion is 
considered present (Yes). An assessment of the rationale will be 
considered during the review of the submission.  

   

A. Administrative 
1) All content used to support the submission is written in English 

(including translations of test reports, literature articles, etc.)    

Comments: Device development, verification and validation happened in USA. 
2) Submission identifies the following (such as in CDRH Premarket 

Review Submission Cover Sheet (Form 3514) or 510(k) cover letter):    

a) Device trade name or proprietary name ACCU-CHEK Connect 

Diabetes Management App    

b) Device common name diabetes management software    
c) Device class and panel or Class II, General Hospital 

Classification regulation or 868.1890 
Statement that device has not been classified with rationale for that 
conclusion N/A 

   

Comments: Primary Product Code: NDC; Secondary Product Codes: LZG, LFR, JQP 
3) Submission contains Indications for Use Statement with Rx and/or OTC 

designated (see also 21 CFR 801.109)    

Comments: Indications for Use Statement with OTC designation 

4) Submission contains 510(k) Summary or 510(k) Statement     

a) Summary contains all elements per 21 CFR 807.92     

b) Statement contains all elements per 21 CFR 807.93    

Comments: 
5) Submission contains Truthful and Accuracy Statement per 21 CFR 

807.87(k)     

Comments: 

6) Submission contains Class III Summary and Certification     

Comments: 

7) Submission contains clinical data    

Comments: Human Factors Design Validation study 

8) If submission references use of a national or international standard as 
part of demonstration of substantial equivalence, submission contains 
complete Standards Data Report for 510(k)s (FDA Form 3654) or 
includes detailed information about how and the extent to which the 
standard has been followed.  

   

13

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Traditional 510(k) Acceptance Checklist 
ACCU-CHEK Connect Diabetes Management App 

BUH_SOP_REG_09_Att_A_02  Page 4 of 13 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 
Note: Check “Yes” if item is present, “N/A” if it is not needed and “No” if it is not 
included but needed. 

Yes No N/A 

 Any “No” answer will result in a “Refuse to Accept” decision.  
 Each element on the checklist should be addressed within the submission. 

An applicant may provide a rationale for omission for any criteria that are 
deemed not applicable. If a rationale is provided, the criterion is 
considered present (Yes). An assessment of the rationale will be 
considered during the review of the submission.  

   

Comments: 
9) The submission identifies prior submissions for the same device for 

which FDA provided feedback related to the data or information needed 
to support substantial equivalence (e.g., submission numbers for Pre- 
Submission, IDE, prior not substantially equivalent (NSE) 
determination, prior 510(k) that was deleted or withdrawn) or states that 
there were no prior submissions for the subject device.  

   

a) If there were prior submissions, the submitter has identified where in 
the current submission any issues related to a determination of 
substantial equivalence outlined in prior communications are 
addressed.  

   

Comments: Pre-Sub Q130353 

B. Device Description 
10)  

a) If there are requirements regarding the device description, such as 
special controls, in a device-specific regulation that are applicable to 
the device, the submission includes device description information to 
establish that the submitter has followed the device-specific 
requirement.  

   

b) If there is a device-specific guidance, other than a special controls 
guidance document, applicable to the device, the submission includes 
device description information to establish that the submitter has 
addressed the recommendations or otherwise has met the applicable 
statutory or regulatory criteria through an alternative approach.  

   

Comments: 
11) Descriptive information is present and consistent within the submission (e.g., the device 

description section is consistent with the device description in the labeling), including: 
a) A description of the principle of operation and mechanism of action 

for achieving the intended effect.    

b) A description of proposed conditions of use, such as surgical 
technique for implants; anatomical location of use; user interface; how 
the device interacts with other devices; and/or how the device interacts 
with the patient. 

   

c) A list and description of each device for which clearance is requested.     

Comments: 
12) Submission contains representative engineering drawing(s), schematics, 

illustrations and/or figures of the device that are clear, legible, labeled, 
and include dimensions.  
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Traditional 510(k) Acceptance Checklist 
ACCU-CHEK Connect Diabetes Management App 

BUH_SOP_REG_09_Att_A_02  Page 5 of 13 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 
Note: Check “Yes” if item is present, “N/A” if it is not needed and “No” if it is not 
included but needed. 

Yes No N/A 

 Any “No” answer will result in a “Refuse to Accept” decision.  
 Each element on the checklist should be addressed within the submission. 

An applicant may provide a rationale for omission for any criteria that are 
deemed not applicable. If a rationale is provided, the criterion is 
considered present (Yes). An assessment of the rationale will be 
considered during the review of the submission.  

   

Comments: 
13) If device is intended to be marketed with multiple components, accessories, and/or as 

part of a system,   

a) Submission includes a list of all components and accessories to be 
marketed with the subject device.    

b) Submission includes a description (as detailed in item 11.a. and b. and 
12 above) of each component or accessory.     

c) A 510(k) number is provided for each component or accessory that 
received a prior 510(k) clearance.    

Comments: ACCU-CHEK Connect Wireless Blood Glucose Meter; ACCU-CHEK Connect 

Online Diabetes Management System 

C. Substantial Equivalence Discussion 
14) Submitter has identified a predicate(s) device    

a) Predicate’s 510(k) number, trade name, and model number (if 
applicable) provided. For predicates that are preamendments devices, 
information is provided to document preamendments status.  

   

b) The identified predicate(s) is consistent throughout the submission 
(i.e., the predicate(s) identified in the Substantial Equivalence section 
is the same as that listed in the 510(k) Summary (if applicable) and 
that used in comparative performance testing.) 

   

Comments: ACCU-CHEK Aviva Combo meter (K111353) 

15) Submission includes a comparison of the following for the predicate(s) and subject device 

a) Indications for use    

b) Technology, including features, materials, and principles of operation    

Comments: 
16) Submission includes an analysis of why any differences between the 

subject device and predicate(s) do not render the device NSE (e.g., does 
not constitute a new intended use; and any differences in technological 
characteristics are accompanied by information that demonstrates the 
device is as safe and effective as the predicate and do not raise different 
questions of safety and effectiveness than the predicate), affect safety or 
effectiveness, or raise different questions of safety and effectiveness 
(see section 513(i)(1)(A) of the FD&C Act and 21 CFR 807.87(f))  

   

Comments: 

D. Proposed Labeling (see also 21 CFR part 801) 
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Traditional 510(k) Acceptance Checklist 
ACCU-CHEK Connect Diabetes Management App 

BUH_SOP_REG_09_Att_A_02  Page 6 of 13 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 
Note: Check “Yes” if item is present, “N/A” if it is not needed and “No” if it is not 
included but needed. 

Yes No N/A 

 Any “No” answer will result in a “Refuse to Accept” decision.  
 Each element on the checklist should be addressed within the submission. 

An applicant may provide a rationale for omission for any criteria that are 
deemed not applicable. If a rationale is provided, the criterion is 
considered present (Yes). An assessment of the rationale will be 
considered during the review of the submission.  

   

 If in vitro diagnostic (IVD) device, criteria 17&19 may be omitted. 
17) Submission includes proposed package labels and labeling (e.g., 

instructions for use, package insert, operator’s manual) that include a 
description of the device, its intended use, and the directions for use 

   

a) Indications for use are stated in labeling and are identical to 
Indications for Use form and 510(k) Summary (if 510(k) Summary 
provided) 

   

b) Submission includes directions for use that  
 include statements of all conditions, purposes or uses for which 

the device is intended (e.g., hazards, warnings, precautions, 
contraindications) AND  

 includes directions for layperson (see 21 CFR 801.5) OR 
submission states that device qualifies for exemption per 21 CFR 
801 Subpart D 

   

Comments: Appstore labeling, Instructions for Use, and Privacy Policy 

18) If indicated for prescription use, labeling includes the prescription use 
statement (see 21 CFR 801.109(b)(1)) or “Rx only” symbol    

Comments: Indicated for over-the-counter use 

19) General labeling provisions 
a) Labeling includes name and place of business of the manufacturer, 

packer, or distributor (21 CFR 801.1)    

b) Labeling includes device common or usual name (21 CFR 801.61)     

Comments: 

20)  
a) If there are requirements regarding labeling, such as special controls, 

in a device-specific regulation that are applicable to the device, the 
submission includes labeling to establish that the submitter has 
followed the device-specific requirement. 

   

b) If there is a device-specific guidance, other than a special controls 
guidance document, applicable to the device, the submission includes 
labeling to establish that the submitter has addressed the 
recommendations or otherwise has met the applicable statutory or 
regulatory criteria through an alternative approach. 

   

c) If there is a special controls document applicable to the device, the 
submission includes labeling to establish that the submitter has 
complied with the particular mitigation measures set forth in the 
special controls document or uses alternative mitigation measures but 
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Traditional 510(k) Acceptance Checklist 
ACCU-CHEK Connect Diabetes Management App 

BUH_SOP_REG_09_Att_A_02  Page 7 of 13 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 
Note: Check “Yes” if item is present, “N/A” if it is not needed and “No” if it is not 
included but needed. 

Yes No N/A 

 Any “No” answer will result in a “Refuse to Accept” decision.  
 Each element on the checklist should be addressed within the submission. 

An applicant may provide a rationale for omission for any criteria that are 
deemed not applicable. If a rationale is provided, the criterion is 
considered present (Yes). An assessment of the rationale will be 
considered during the review of the submission.  

   

provides a rationale to demonstrate that those alternative measures 
identified by the firm will provide at least an equivalent assurance of 
safety and effectiveness. 

Comments: 
21) If the device is an in vitro diagnostic device, provided labeling includes 

all applicable information required per 21 CFR 809.10.    

Comments: Not an in vitro diagnostic device 

E. Sterilization 
If IVD device and sterilization is not applicable, select “N/A” and criteria below will be 
omitted from checklist.  

Submission states that the device and/or accessories are: (one of the below must be checked)  

 provided sterile  

 provided non-sterile but sterilized by the end user  

 non-sterile when used  

 Information regarding the sterility status of the device is not provided. 
This information will determine whether and what type of additional information may be necessary 
for a substantial equivalence determination. 
Comments: 

22) Assessment of the need for sterilization information 
a) Identification of device, and/or accessories, and/or components that 

are provided sterile.    

b) Identification of device, and/or accessories, and/or components that 
are end user sterilized    

c) Identification of device, and/or accessories, and/or components that 
are reusable and cleaning/disinfection instructions are provided.    

Comments: 

23) If the device, and/or accessory, and/or a component is provided sterile:  
a) Sterilization method is stated for each component (including 

parameters such as dry time for steam sterilization, radiation dose, 
etc.) 

   

b) A description of method to validate the sterilization parameters (e.g., 
half-cycle method and full citation of FDA-recognized standard, 
including date) is provided for each proposed sterilization method. 
Note, the sterilization validation report is not required. 
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Traditional 510(k) Acceptance Checklist 
ACCU-CHEK Connect Diabetes Management App 

BUH_SOP_REG_09_Att_A_02  Page 8 of 13 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 
Note: Check “Yes” if item is present, “N/A” if it is not needed and “No” if it is not 
included but needed. 

Yes No N/A 

 Any “No” answer will result in a “Refuse to Accept” decision.  
 Each element on the checklist should be addressed within the submission. 

An applicant may provide a rationale for omission for any criteria that are 
deemed not applicable. If a rationale is provided, the criterion is 
considered present (Yes). An assessment of the rationale will be 
considered during the review of the submission.  

   

c) For devices sterilized using chemical sterilants such as ethylene oxide 
(EO) and hydrogen peroxide, submission states maximum levels of 
sterilant residuals remaining on the device and sterilant residual limits. 

   

d) Submission includes description of packaging and packaging contents 
(e.g., if multiple devices are included within the same package, Tyvek 
packaging, etc.) 

   

e) Sterility Assurance Level (SAL) stated    

Comments: 

24) If the device, and/or accessory, and/or a component is end user sterilized:  
a) Sterilization method is stated for each component (including 

parameters such as dry time for steam sterilization, radiation dose, 
etc.) 

   

b) A description of method to validate the sterilization parameters (e.g., 
half-cycle method and full citation of FDA-recognized standard, 
including date) is provided for each proposed sterilization method. 

   

c) Submission includes description of packaging and packaging contents 
(e.g., if multiple devices are included within the same package, Tyvek 
packaging, etc.) 

   

d) Submission includes sterilization instructions for end user    

Comments:  

25)  
a) If there are requirements regarding sterility, such as special controls, 

in a device-specific regulation that are applicable to the device, the 
submission includes sterility information to establish that the 
submitter has followed the device-specific requirement. 

   

b) If there is a device-specific guidance, other than a special controls 
guidance document, applicable to the device, the submission includes 
sterility information to establish that the submitter has addressed the 
recommendations or otherwise has met the applicable statutory or 
regulatory criteria through an alternative approach. 

   

c) If there is a special controls document applicable to the device, the 
submission includes sterility information to establish that the 
submitter has complied with the particular mitigation measures set 
forth in the special controls document or uses alternative mitigation 
measures but provides a rationale to demonstrate that those alternative 
measures identified by the firm will provide at least an equivalent 
assurance of safety and effectiveness. 

   

Comments: 
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Traditional 510(k) Acceptance Checklist 
ACCU-CHEK Connect Diabetes Management App 

BUH_SOP_REG_09_Att_A_02  Page 9 of 13 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 
Note: Check “Yes” if item is present, “N/A” if it is not needed and “No” if it is not 
included but needed. 

Yes No N/A 

 Any “No” answer will result in a “Refuse to Accept” decision.  
 Each element on the checklist should be addressed within the submission. 

An applicant may provide a rationale for omission for any criteria that are 
deemed not applicable. If a rationale is provided, the criterion is 
considered present (Yes). An assessment of the rationale will be 
considered during the review of the submission.  

   

F. Shelf Life 
26) Proposed shelf life/ expiration date stated    

Comments: 
27) For sterile device, submission includes summary of methods used to 

establish that device sterility will remain substantially equivalent to that 
of the predicate through the proposed shelf life, or a rationale for why 
testing to establish shelf life is not applicable. 

   

Comments: 
28) Submission includes summary of methods used to establish that device 

performance is not adversely affected by aging and therefore device 
performance will remain substantially equivalent to that of the predicate, 
or includes a rationale for why the storage conditions are not expected to 
affect device safety or effectiveness. 

   

Comments: 

G. Biocompatibility 
If IVD device, select “N/A” and the below criteria will be omitted from checklist.  

Submission states that there: (one of the below must be checked) 

 are direct or indirect (e.g., through fluid infusion) patient-contacting components. 

 are not direct or indirect (e.g., through fluid infusion) patient-contacting components. 

Information regarding the patient contact status of the device is not provided. 
This information will determine whether and what type of additional information may be necessary 
for a substantial equivalence determination.  
Comments:  

29) Submission includes list of patient-contacting device components and 
associated materials of construction, including identification of color 
additives, if present 

   

Comments: 
30) Submission identifies contact classification (e.g., surface-contacting, 

less than 24 hour duration, etc.)    

Comments: 
31) Biocompatibility assessment of patient-contacting components  

Submission includes:  
Test protocol (including identification and description of test article), 
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Traditional 510(k) Acceptance Checklist 
ACCU-CHEK Connect Diabetes Management App 

BUH_SOP_REG_09_Att_A_02  Page 10 of 13 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 
Note: Check “Yes” if item is present, “N/A” if it is not needed and “No” if it is not 
included but needed. 

Yes No N/A 

 Any “No” answer will result in a “Refuse to Accept” decision.  
 Each element on the checklist should be addressed within the submission. 

An applicant may provide a rationale for omission for any criteria that are 
deemed not applicable. If a rationale is provided, the criterion is 
considered present (Yes). An assessment of the rationale will be 
considered during the review of the submission.  

   

methods, pass/fail criteria, and results provided for each completed test, 
OR  
a statement that biocompatibility testing is not needed with a rationale 
(e.g., materials and manufacturing/processing are identical to the 
predicate). 

Comments: 

H. Software 
Submission states that the device: (one of the below must be checked)  

 does contain software/firmware. 

 does not contain software/firmware. 

 Information regarding whether the device contains software is not provided. 
This information will determine whether and what type of additional information may be necessary 
for a substantial equivalence determination.  
Comments: Mobile Medical App 

32) Submission includes a statement of software level of concern and 
rationale for the software level of concern    

Comments: Major level of concern 
33) All applicable software documentation provided based on level of 

concern identified by the submitter, as described in Guidance for the 
Content of Premarket Submissions for Software Contained in Medical 
Devices, or the submitter has provided an alternative approach with a 
rationale. 

   

Comments: 

I. EMC and Electrical Safety 
Submission states that the device: (one of the below must be checked) 

 does require EMC and Electrical Safety evaluation. 

 does not require EMC and Electrical Safety evaluation. 
 Information regarding whether the device requires EMC and Electrical Safety 

evaluation is not provided. 
This information will determine whether and what type of additional information may be necessary 
for a substantial equivalence determination. 
Comments: 

34) Submission includes evaluation of electrical safety (e.g., per IEC 60601-    
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Traditional 510(k) Acceptance Checklist 
ACCU-CHEK Connect Diabetes Management App 

BUH_SOP_REG_09_Att_A_02  Page 11 of 13 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 
Note: Check “Yes” if item is present, “N/A” if it is not needed and “No” if it is not 
included but needed. 

Yes No N/A 

 Any “No” answer will result in a “Refuse to Accept” decision.  
 Each element on the checklist should be addressed within the submission. 

An applicant may provide a rationale for omission for any criteria that are 
deemed not applicable. If a rationale is provided, the criterion is 
considered present (Yes). An assessment of the rationale will be 
considered during the review of the submission.  

   

1, or equivalent FDA-recognized standard, and if applicable, the device-
specific standard),  
OR  
submission includes electrical safety evaluation using methods or 
standards that are not FDA-recognized and submission includes 
information to establish that the submitter has otherwise met the 
applicable statutory or regulatory criteria through this alternative 
approach (i.e., the submitter has identified alternate methods or 
standards with a rationale). 

Comments: 
35) Submission includes evaluation of electromagnetic compatibility (e.g., 

per IEC 60601-1-2 or equivalent FDA-recognized standard and if 
applicable, the device-specific standard)  
OR  
submission includes electromagnetic compatibility evaluation using 
methods or standards that are not FDA-recognized and submission 
includes information to establish that the submitter has otherwise met 
the applicable statutory or regulatory criteria through this alternative 
approach (i.e., the submitter has identified alternate methods or 
standards with a rationale). 

   

Comments: 

J. Performance Data – General 
If IVD device, select “N/A” and the below criteria will be omitted from checklist. 
Performance data criteria relating to IVD devices will be addressed in Section K.  

Comments:  
36) Full test report is provided for each completed test. A full test report 

includes: objective of the test, description of the test methods and 
procedures, study endpoint(s), pre- defined pass/fail criteria, results 
summary, conclusions, and an explanation of how the data generated 
from the test supports a finding of substantial equivalence. 

   

Comments: design verification reports; Human Factors design validation study and Usability 

Engineering File report; Risk Management 
37)  

a) If there are requirements regarding performance data, such as special 
controls, in a device-specific regulation that are applicable to the 
device, the submission includes performance data to establish that the 
submitter has followed the device-specific requirement. 

   

b) If there is a device-specific guidance, other than a special controls 
guidance document, applicable to the device, the submission includes    
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Traditional 510(k) Acceptance Checklist 
ACCU-CHEK Connect Diabetes Management App 

BUH_SOP_REG_09_Att_A_02  Page 12 of 13 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 
Note: Check “Yes” if item is present, “N/A” if it is not needed and “No” if it is not 
included but needed. 

Yes No N/A 

 Any “No” answer will result in a “Refuse to Accept” decision.  
 Each element on the checklist should be addressed within the submission. 

An applicant may provide a rationale for omission for any criteria that are 
deemed not applicable. If a rationale is provided, the criterion is 
considered present (Yes). An assessment of the rationale will be 
considered during the review of the submission.  

   

performance data to establish that the submitter has addressed the 
recommendations or otherwise has met the applicable statutory or 
regulatory criteria through an alternative approach. 

c) If there is a special controls document applicable to the device, the 
submission includes performance data to establish that the submitter 
has complied with the particular mitigation measures set forth in the 
special controls document or uses alternative mitigation measures but 
provides a rationale to demonstrate that those alternative measures 
identified by the firm will provide at least an equivalent assurance of 
safety and effectiveness. 

   

Comments: Usability Engineering draft guidance 

38) If literature is referenced in the submission, submission includes:   

a) Legible reprints or a summary of each article    
b) Discussion of how each article is applicable to support the substantial 

equivalence of the subject device to the predicate.    

Comments: Clinical Evaluation Report, Literature Search Protocol and Report 

39) For each completed nonclinical (i.e., animal) study conducted  
a) Submission includes a study protocol which includes all elements as 

outlined in 21 CFR 58.120    

b) Submission includes final study report which includes all elements 
outlined in 21 CFR 58.185    

c) Submission contains a statement that the study was conducted in 
compliance with applicable requirements in the GLP regulation (21 
CFR Part 58), or, if the study was not conducted in compliance with 
the GLP regulation, the submission explains why the noncompliance 
would not impact the validity of the study data provided to support a 
substantial equivalence determination. 

   

Comments: 

K. Performance Characteristics – In Vitro Diagnostic Devices Only (see also 
21 CFR 809.10(b)(12)) 

Submission indicates that device: (one of the below must be checked)  

 is an in vitro diagnostic device. 

 is not an in vitro diagnostic device. 

Comments: 

40) Submission includes the following studies, as appropriate for the device type, including 
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Traditional 510(k) Acceptance Checklist 
ACCU-CHEK Connect Diabetes Management App 

BUH_SOP_REG_09_Att_A_02  Page 13 of 13 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 
Note: Check “Yes” if item is present, “N/A” if it is not needed and “No” if it is not 
included but needed. 

Yes No N/A 

 Any “No” answer will result in a “Refuse to Accept” decision.  
 Each element on the checklist should be addressed within the submission. 

An applicant may provide a rationale for omission for any criteria that are 
deemed not applicable. If a rationale is provided, the criterion is 
considered present (Yes). An assessment of the rationale will be 
considered during the review of the submission.  

   

associated protocol descriptions, study results and line data: 

a) Precision/reproducibility    
b) Accuracy (includes as appropriate linearity; calibrator or assay 

traceability; calibrator and/or assay stability protocol and acceptance 
criteria; assay cut-off; method comparison or comparison to clinical 
outcome; matrix comparison; and clinical reference range or cutoff.) 

   

c) Sensitivity (detection limits, LoB, LoD, LoQ where relevant for the 
device type).    

d) Analytical specificity    

Comments: 

41)  
a) If there are requirements regarding performance data, such as special 

controls, in a device-specific regulation that are applicable to the 
device, the submission includes performance data to establish that the 
submitter has followed the device-specific requirement. 

   

b) If there is a device-specific guidance, other than a special controls 
guidance document, applicable to the device, the submission includes 
performance data to establish that the submitter has addressed the 
recommendations or otherwise has met the applicable statutory or 
regulatory criteria through an alternative approach. 

   

c) If there is a special controls document applicable to the device, the 
submission includes performance data to establish that the submitter 
has complied with the particular mitigation measures set forth in the 
special controls document or uses alternative mitigation measures but 
provides a rationale to demonstrate that those alternative measures 
identified by the firm will provide at least an equivalent assurance of 
safety and effectiveness. 

   

Comments: 
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Page 1 of 5 Pages

Supplement

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET

Form Approval 
OMB No. 0910-0120 
Expiration Date: December 31, 2013 
See PRA Statement on page 5.

Date of Submission

(If Yes, please complete Section I, Page 5)

Division Name (if applicable) Phone Number (including area code)

Street Address FAX Number (including area code)

City

Contact Name

Contact E-mail Address

Company / Institution Name

Contact Title

ZIP/Postal CodeState / Province

Division Name (if applicable) Phone Number (including area code)

Street Address FAX Number (including area code)

City

Contact Name

Contact E-mail Address

Evaluation of Automatic 
Class III Designation 

(De Novo)

APPLICATION CORRESPONDENT (e.g., consultant, if different from above)

FORM FDA 3514 (1/13)

PMA PMA & HDE Supplement

Establishment Registration Number (if known)

Original Submission

PDP 510(k)

Other SubmissionHumanitarian Device 
Exemption (HDE)

Amendment

Class II Exemption Petition

Original Submission
Additional Information

Original Submission Original Submission

Additional Information
Original Submission

Amendment

No

Supplement

SUBMITTER, APPLICANT OR SPONSOR

IDE

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION

Report Amendment

TYPE OF SUBMISSION

State / Province ZIP Code Country

Country

Additional Information

Other 
(describe submission):

Contact Title

FDA Submission Document Number (if known)User Fee Payment ID Number

513(g)

Notice of Completion
Amendment to PDP

Original PDPRegular (180 day)
Special
Panel Track (PMA Only)
30-day Supplement
30-day Notice
135-day Supplement
Real-time Review

Abbreviated (Complete 
section I, Page 5)

Special
Traditional

Original Submission:

Modular Submission

Other

Amendment
Report
Report Amendment

Premarket Report

Licensing Agreement Third Party

Amendment to PMA & 
HDE Supplement

Company / Institution Name

Have you used or cited Standards in your submission?

Report

Yes

Roche Diagnostics Corporation 1823260

(317) 521-2110

9115 Hague Road (317) 521-2324

Indianapolis IN 46250-0457 U.S.A.

Mike Flis

Regulatory Affairs Director mike.flis@roche.com

emma.tao@contractors.roche.comRegulatory Affairs Specialist

Chunhong (Emma) Tao

U.S.A.46250-0457INIndianapolis

(317) 521-23249115 Hague Road

(317) 521-7227

Roche Diagnostics Corporation

SECTION A 

SECTION C

SECTION B

PSC Publishing Services (301) 443-6740          EF

Request for Feedback

Informational Meeting

Study Risk Determination

Pre-Submission

Day 100 Meeting
Agreement Meeting
Determination Meeting

Submision Issue Meeting

Other (specify):
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Additional or Expanded Indications

Request for Applicant Hold

Withdrawal

Post-approval Study Protocol

Request to Remove or Add Manufacturing Site

Request for Extension

Request for Removal of Applicant Hold

New Device

Manufacturing Packaging
Sterilization

Other (specify below)

Post-approval Study

Packager

Process change:

Response to FDA correspondence: Change of Applicant Address

Location change:

Sterilizer
Manufacturer

New Indication

Request Hearing

Other Reason (specify):

Adverse Reaction
Device Defect
Amendment

Change in design, component, or 
 specification:

Report Submission:
Annual or Periodic

Color Additive
Material

Software / Hardware

Change in Ownership
Change in Correspondent

Specifications
Other (specify below)

Labeling change:
Indications

Performance Characteristics
Instructions

Shelf Life
Trade Name
Other (specify below)

Other Reason (specify):

Change in TechnologyNew Device

REASON FOR APPLICATION - PMA, PDP, OR HDE

REASON FOR SUBMISSION - 510(k)

FORM FDA 3514 (1/13)

REASON FOR APPLICATION - IDE

New Device

Expansion / Extension of Study
IRB Certification

Addition of Institution

Termination of Study
Withdrawal of Application

Continued Access

Unanticipated Adverse Effect

Compassionate Use Request
Treatment IDE

Notification of Emergency Use

Change in:

Design / Device
Informed Consent

Correspondent / Applicant

Manufacturer

Protocol - Feasibility
Protocol - Other

Manufacturing Process

Response to FDA Letter Concerning:

Sponsor

Deemed Approved
Deficient Final Report

Conditional Approval

Site Waiver Report

Current Investigator
Annual Progress Report

Report submission:

Deficient Progress Report

Disapproval
Request Extension of 
Time to Respond to FDA

Deficient Investigator Report

Request Meeting

Final

Other Reason (specify):

Additional or Expanded Indications

SECTION D1 

SECTION D3 

SECTION D2 
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Page 3 of 5 Pages

Trade or Proprietary or Model Name510(k) Number

Product codes of devices to which substantial equivalence is claimed

5

Manufacturer

Information on devices to which substantial equivalence is claimed (if known)

1

PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

2

PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS

Common or usual name or classification name

Trade or Proprietary or Model Name for This Device

3

Model Number

3

FDA document numbers of all prior related submissions (regardless of outcome)

8

2

9

3

10

Data Included in Submission
Laboratory Testing Animal Trials Human Trials

Device ClassProduct Code C.F.R. Section (if applicable)

Classification Panel

Indications (from labeling)

Class I Class II

Class III Unclassified

Summary of, or statement concerning, 
safety and effectiveness information

510 (k) summary attached
510 (k) statement

ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS

FORM FDA 3514 (1/13)

7

3

4

8

4

2

3

6

2

7

1

11

5

12

6

3

1 1

4

5

6

4

5

6

2

3

1

4

5

6

4

1

2

5

4

1

2

5

NDC LZG LFR JQP

k111353 ACCU-CHEK Aviva Combo System Roche Diagnostics Coporation

Drug dosing calculator

ACCU-CHEK Connect Diabetes Management App Not applicable

Q130353

NDC 21 CFR 868.1890

General Hospital

Please see 006_Indications for Use Form in VOL_001_Administrative 

SECTION F 

SECTION G 

SECTION E
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Page 4 of 5 PagesFORM FDA 3514 (1/13)

Note: Submission of the information entered in Section H does not affect the  
need to submit device establishment registration.

FDA Document Number (if known)

Add

Add Contract Manufacturer

MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

Contract Manufacturer Repackager / Relabeler

Facility Establishment Identifier (FEI) Number
Original Manufacturer Contract Sterilizer

Delete

Company / Institution Name Establishment Registration Number

Division Name (if applicable) Phone Number (including area code)

Street Address FAX Number (including area code)

City

Contact Name

Repackager / Relabeler

Facility Establishment Identifier (FEI) Number
Original Manufacturer Contract Sterilizer

ZIP CodeState / Province Country

Delete

Company / Institution Name Establishment Registration Number

Division Name (if applicable) Phone Number (including area code)

Street Address FAX Number (including area code)

City

Contact Name

ZIP CodeState / Province Country

Contact E-mail AddressContact Title

Contact E-mail AddressContact Title

Add Contract Manufacturer Repackager / Relabeler

Facility Establishment Identifier (FEI) Number
Original Manufacturer Contract Sterilizer

Delete

Company / Institution Name Establishment Registration Number

Division Name (if applicable) Phone Number (including area code)

Street Address FAX Number (including area code)

City

Contact Name

ZIP CodeState / Province Country

Contact E-mail AddressContact Title

Roche Diagnostics Coporation 1823260

(317) 521-2110

9115 Hague Road (317) 521-2324

Indianapolis IN 46250-0457 U.S.A.

Mike Flis Regulatory Affairs Director mike.flis@roche.com

SECTION H

Add Continuation Page
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UTILIZATION OF STANDARDS

FORM FDA 3514 (1/13)

Standards 
Organization

Please include any additional standards to be cited on a separate page.

The burden time for this collection of information is estimated to average 0.5 hour per response, including the time to review instructions, search 
existing data sources, gather and maintain the data needed and complete and review the collection of information. Send comments regarding this 
burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to:

This section applies only to requirements of the Paperwork Reduction Act of 1995. 
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF ADDRESS BELOW.*

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
1350 Piccard Drive, Room 400 
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid OMB control number.

7

Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized 
Standard" statement. 

1

2

3

4

5

6

DateStandards No. Standards Title Version

Standards 
Organization

DateStandards No. Standards Title Version

Standards 
Organization

Standards 
Organization

DateStandards No. Standards Title Version

Standards 
Organization

DateStandards No. Standards Title Version

Standards 
Organization

DateStandards No. Standards Title Version

Standards 
Organization

DateStandards No. Standards Title Version

DateStandards No. Standards Title Version

13-8 IEC IEC 62304 Medical Device Software – Software Life Cycle Processes 1st Edition

8/20/2012

5-50 IEC IEC 62366 Medical Devices – Application of Usability Engineering 
to Medical Devices

1st Edition

1/30/2014

5-40
ISO

ISO 14971 Medical Devices – Application of Risk Management to 
Medical Devices

2nd Edition

8/20/2012

SECTION I 
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510(k) Summary 

 
Introduction According to the requirements of 21 CFR 807.92, the following information 

provides sufficient detail to understand the basis for a determination of 
substantial equivalence. 

 
1) Submitter 
name, 
address, 
contact 

Primary contact: 
 
Mike Flis 
Roche Diagnostics Corporation 
9115 Hague Rd. 
Indianapolis, IN  46250 
(317) 521-2110 

Secondary contact: 
 
Chunhong (Emma) Tao 
Roche Diagnostics Corporation 
9115 Hague Rd. 
Indianapolis, IN  46250 
(317) 521-7227 

 
Date Prepared:  July 11, 2014 

 
2) Device 
name 

Proprietary Name: ACCU-CHEK Connect Diabetes Management App 
Common Name: diabetes management software 
 
Primary 
Classification Name: drug dosing calculator 
Classification Regulation:  21 C.F.R. § 868.1890; Class II 
Product Code:  NDC 
 
Secondary 
Classification Name: calculator/data processing module for clinical use 
Classification Regulations:  21 C.F.R. § 880.5725, 862.1345, 862.2100; Class 
II 
Product Code:  LZG, LFR, JQP 

Continued on next page 
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510(k) Summary, Continued 

 
3) Predicate 
device 

ACCU-CHEK Aviva Combo meter, cleared as a component of the ACCU-
CHEK Combo System in #k111353. 
 
The ACCU-CHEK Combo System consists of three (3) main components: 
 

· ACCU-CHEK Aviva Combo blood glucose meter 
· ACCU-CHEK Spirit Combo insulin pump 
· ACCU-CHEK 360° Insulin Pump Configuration Software 

 
The ACCU-CHEK Aviva Combo meter serves as a hub for the ACCU-CHEK 
Combo System. The monitor has three main functions: 
 

· Blood glucose monitor 
· Remote control of ACCU-CHEK Spirit Combo insulin pump 
· Calculation of insulin bolus 

 
The ACCU-CHEK Aviva Combo blood glucose meter is intended for the 
quantitative measurement of blood glucose. The ACCU-CHEK Aviva Combo 
meter is intended for self-testing outside the body (in vitro diagnostic use) by 
people with diabetes at home as an aid to monitoring the effectiveness of 
diabetes control.  The ACCU-CHEK Aviva Combo meter can be used to 
interface with and remotely control the ACCU-CHEK Spirit Combo insulin 
infusion pumps via radio frequency communication. The ACCU-CHEK 
Aviva Combo meter is also indicated for the management of diabetes by 
calculating an insulin dose or carbohydrate intake based on user-entered data. 
 

Continued on next page 
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510(k) Summary, Continued 

 
4) Device 
Description 

The ACCU-CHEK Connect Diabetes Management System integrates three 
(3) devices to facilitate efficient collecting, transmitting, and analyzing of 
blood glucose results and other diabetes management data.  The devices that 
comprise the ACCU-CHEK Connect Diabetes Management System are: 
 

· ACCU-CHEK Connect Wireless Blood Glucose Meter 
· ACCU-CHEK Connect Diabetes Management App 
· ACCU-CHEK Connect Online Diabetes Management System 

 

 
 
The ACCU-CHEK Connect Diabetes Management App is designed to help: 
 

· Transfer data from ACCU-CHEK Aviva Connect blood glucose 
meter. 

· Transfer data to ACCU-CHEK Connect online diabetes management 
system account (online account) and optionally share this data with 
healthcare provider (HCP) or caregiver. 

· Receive insulin bolus advice (for those using meal-dosed insulin). 
· Perform structured testing. 
· Assist in general diabetes management through logging of contextual 

data. 
 
The ACCU-CHEK Connect Diabetes Management App contains the ACCU-
CHEK Bolus Advisor. Only the blood glucose test results uploaded from the 
ACCU-CHEK Aviva Connect meter are allowed to be used for bolus advice 
calculations. Blood glucose test results inputted manually or uploaded from a 
competitor’s meter will not be entered into the bolus calculator. Data 
excluded from the ACCU-CHEK Bolus Advisor software module will also 
not be used to populate Structured Testing graphs. 
 
The insulin bolus recommendations provided by the app are meant for 
patients undergoing conventional multiple daily injection therapy. The 
ACCU-CHEK Connect Diabetes Management App is not intended to serve as 
an accessory to an insulin pump. 

Continued on next page 
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510(k) Summary, Continued 

 
5) Intended 
use 

The ACCU-CHEK Connect Diabetes Management App is intended as an aid 
in the treatment of diabetes.  The software provides for electronic download 
of blood glucose meters, manual data entry, storage, display, transfer, and 
self-managing of blood glucose and other related health indicators which can 
be shown in report and graphical format. 
 
The ACCU-CHEK Connect Diabetes Management App is indicated as an aid 
in the treatment of insulin-requiring diabetes.  The product facilitates the 
optimization of glycemic control in patients who are trained in multiple daily 
injection therapy and are under the supervision of healthcare professionals 
experienced in managing insulin treated patients. 
 
The ACCU-CHEK Bolus Advisor, as a component of the ACCU-CHEK 
Connect Diabetes Management App, is intended for use in providing insulin 
dose recommendations in response to blood glucose, health events, and 
carbohydrate input.  The ACCU-CHEK Bolus Advisor is intended to provide 
direction for insulin adjustment within the scope of a pre-planned treatment 
program from a healthcare professional.  Before its use, a physician or 
healthcare professional must provide the patient-specific target blood glucose, 
insulin-to-carbohydrate ratio, and insulin sensitivity parameters to be 
programmed into the ACCU-CHEK Bolus Advisor.  

 
6) Substantial 
equivalence 

The ACCU-CHEK Connect Diabetes Management App is substantially 
equivalent to the drug dosage calculator function of the ACCU-CHEK Aviva 
Combo meter. 

 
7) Data 
demonstrating 
substantial 
equivalence 

Performance testing on the ACCU-CHEK Connect Diabetes Management 
App demonstrated that the device meets the performance requirements for its 
intended use. The data demonstrate that the device is substantially equivalent 
to the predicate device. 

Continued on next page 
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510(k) Summary, Continued 

 
8) Clinical 
application 

ACCU-CHEK Connect Diabetes Management App is intended for use by 
individuals diagnosed with diabetes to support effective diabetes 
management.  The product provides direction for adjustment to fast-acting 
insulin with the scope of a pre-planned treatment program from a healthcare 
professional.  The software provides for electronic download of blood glucose 
meters, manual data entry, storage, display, transfer, and self-managing of 
blood glucose and other related indicators which can be shown in report and 
graphical format.  
 
Additionally the ACCU-CHEK Bolus Advisor, contained in the app. is 
clinically proven to improve glycemic control, i.e., lower HbA1c, in MDI 
therapy patients with suboptimal control.   
 
It helps patients use the power of their mobile devices — and the web — to 
manage their diabetes, as to 

• Enable easy patient self-management with the Accu-Chek Connect 
mobile app, featuring wireless connection to the Accu-Chek Connect 
meter 
• Support confident mealtime insulin dosing decisions for patients 
with the clinically proven Accu-Chek Bolus Advisor 
• Identify blood glucose patterns to optimize therapy through an easy-
to-interpret online logbook and reports that update in real time 
• Seamlessly share patient's diabetes data online with his/her 
healthcare professional or caregiver 
 

ACCU-CHEK Connect Diabetes Management App utilizes the clinically 
proven structured testing tools. It also has the ability to add food images to 
results, which can help to uncover carbohydrate estimation errors. 
  

Continued on next page 
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510(k) Summary, Continued 

 
9) 
Similarities/ 
Differences 

The following is a listing of the key similarities and differences between the 
ACCU-CHEK Connect Diabetes Management App and the predicate device. 
 

 
Feature /Claim ACCU-CHEK Connect Diabetes 

Management App 
ACCU-CHEK Combo System 
(#k111353) 

Intended Use This product is intended as an aid in 
the treatment of diabetes.  The 
software provides for electronic 
download of blood glucose meters, 
manual data entry, storage, display, 
transfer, and self-managing of blood 
glucose and other related health 
indicators which can be shown in 
report and graphical format. 
 
This product is indicated as an aid 
in the treatment of insulin-requiring 
diabetes.  The product facilitates the 
optimization of glycemic control in 
patients who are trained in multiple 
daily injection therapy and are 
under the supervision of healthcare 
professionals experienced in 
managing insulin treated patients. 
 
The ACCU-CHEK Bolus Advisor, 
as a component of the ACCU-
CHEK Connect Diabetes 
Management App, is intended for 
use in providing insulin dose 
recommendations in response to 
blood glucose, health events, and 
carbohydrate input.  The ACCU-
CHEK Bolus Advisor is intended to 
provide direction for insulin 
adjustment within the scope of a 
pre-planned treatment program from 
a healthcare professional.  Before its 
use, a physician or healthcare 
professional must provide the 
patient-specific target blood 
glucose, insulin-to-carbohydrate 
ratio, and insulin sensitivity 

The ACCU-CHEK Aviva Combo 
blood glucose meter is intended for 
the quantitative measurement of 
blood glucose. The ACCU-CHEK 
Aviva Combo meter is intended for 
self-testing outside the body (in 
vitro diagnostic use) by people with 
diabetes at home as an aid to 
monitoring the effectiveness of 
diabetes control.  The ACCU-
CHEK Aviva Combo meter can be 
used to interface with and remotely 
control the ACCU-CHEK Spirit 
Combo insulin infusion pumps via 
radio frequency communication. 
The ACCU-CHEK Aviva Combo 
meter is also indicated for the 
management of diabetes by 
calculating an insulin dose or 
carbohydrate intake based on user-
entered data. 
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Feature /Claim ACCU-CHEK Connect Diabetes 
Management App 

ACCU-CHEK Combo System 
(#k111353) 

parameters to be programmed into 
the ACCU-CHEK Bolus Advisor. 

Prescription / 
over-the-counter 
use? 

Over-the-counter use Prescription use due to relationship 
with insulin pump 

User Group Diabetes patients treated with 
multiple daily insulin injection 
(MDI) therapy 

Diabetes patients treated with 
insulin pump therapy or multiple 
daily insulin injection (MDI) 
therapy 

Accessory to 
Blood Glucose 
Meters? 

ACCU-CHEK Aviva Connect 
Wireless blood glucose meter 

The ACCU-CHEK Bolus Advisor is 
built within the ACCU-CHEK 
Aviva Combo meter. 

Bolus Calculator 
Set-up stage 

During the ACCU-CHEK Connect 
Diabetes Management App’s bolus 
calculator set-up stage, the 
following information must be 
entered. 
Time Blocks 
Target Range 
Carb Ratio 
Insulin Sensitivity 
Health Event Percentages 
Meal Rise 
Snack Size 
Acting Time 
Offset Time 

No difference, the same information 
is inputted into the ACCU-CHEK 
Combo meter during the bolus 
calculator set-up stage. 

Bolus Calculator 
Recommendation 
inputs 

Once the set-up stage has been 
completed, the patient may begin 
using the ACCU-CHEK Bolus 
Advisor in the ACCU-CHEK 
Connect Diabetes Management 
App.  Bolus recommendations can 
be triggered by inputting the 
following information prior to each 
meal: 
Measure blood glucose 
Enter carbohydrates 
Enter Health Event 

No difference, the same information 
is inputted by the patient prior to 
each meal to trigger a 
recommendation. 

Communicate 
with insulin 
pumps? 

No Yes 
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Feature /Claim ACCU-CHEK Connect Diabetes 
Management App 

ACCU-CHEK Combo System 
(#k111353) 

Software Level of 
Concern 

Major Major 

Operating 
platform 

Mobile based application Built within the blood glucose meter 

Connectivity to 
Meter 

Bluetooth Low Energy (BLE) N/A 

Control or affect 
the blood glucose 
meter’s 
measurements? 

No No 

Reports, graphs,  
and Electronic 
Log Book 

Yes No 

Carbohydrate 
Calculator 

Calculate carbohydrate intake based 
on user-entered data 

Calculate carbohydrate intake based 
on user-entered data 

Bolus Calculator Yes Yes 

Bolus Calculator 
Security 

The patients will be instructed to 
request an activation code from 
their healthcare providers; the 
healthcare providers will decide 
whether any additional multiple 
daily injection therapy training 
should be provided to the patient 
prior to activating the app’s bolus 
calculator function. 

N/A 

Allow manual 
entry? 

Yes No 

Back-calculation 
prevents insulin 
stacking? 

Yes Yes 
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DEVICE DESCRIPTION 

 
System Overview 
 
The ACCU-CHEK Connect Diabetes Management System integrates three devices to 
facilitate efficient collecting, transmitting, and analyzing of blood glucose results and 
other diabetes management data.  The devices that comprise the ACCU-CHEK Connect 
Diabetes Management System are the ACCU-CHEK Aviva Connect Wireless Blood 
Glucose Meter, ACCU-CHEK Connect Diabetes Management App, and ACCU-CHEK 
Connect Online Diabetes Management System. 
 
 

 
 

Figure 1: ACCU-CHEK Connect Management System 
 
 
Device Concept 
 
The ACCU-CHEK Connect Diabetes Management App is a portable, software driven 
product that is intended for use to aid person with diabetes (PwDs) and their health care 
professionals in review, analysis and evaluation of historical blood glucose test results to 
support effective diabetes management including providing direction within the scope of 
a pre-planned treatment program for adjustment to prescribed insulin, similar to the 
directions physicians provide as a part of routine clinical practice. 
 
This mobile application will perform electronic log book functions and present data in 
graphical formats in much the same manner as desktop diabetes management systems 
have for the past decade. 
 
The ACCU-CHEK Connect Diabetes Management App is designed to pair with and 
download data from supported meters. The blood glucose meters that interact with the 
App must have a Bluetooth Low Energy (BLE) transceiver, have implemented the 
Bluetooth Core Specification Version 4.0, and must have implemented the Glucose 
Profile Version 1.0 and the Glucose Service Version 1.0. 
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The ACCU-CHEK Connect Diabetes Management App contains an integrated bolus 
advisor. This ACCU-CHEK Bolus Advisor has been previously built into the 
commercialized ACCU-CHEK Combo and ACCU-CHEK Expert blood glucose meters. 
The ACCU-CHEK Bolus Advisor provides direction within the scope of a pre-planned 
multiple daily injection treatment program for adjustment to prescribed insulin, similar to 
the directions physicians provide as a part of routine clinical practice. 
 
The ACCU-CHEK Connect Diabetes Management App is meant to be distributed 
directly to the end user via Android App store and similar mobile application stores. The 
ACCU-CHEK Bolus Advisor software feature will not be immediately activated when 
the App is downloaded to the patient’s mobile phone.  The patients will be instructed to 
request an activation code from their healthcare providers; the healthcare providers will 
decide whether any additional multiple daily injection therapy training should be 
provided to the patient prior to activating the app’s bolus calculator function. 
 
The mobile application only allows blood glucose test results uploaded from the ACCU-
CHEK Aviva Connect meter to be used for bolus advice calculations; blood glucose test 
results inputted manually or uploaded from a competitor’s meter will not be entered into 
the bolus calculator.  Data inputted manually or uploaded from a competitor’s meter 
excluded from the ACCU-CHEK Bolus Advisor software module will also not be used to 
populate Structured Testing graphs. 
 
The ACCU-CHEK Connect Diabetes Management App will not interact with an insulin 
pump.  The insulin bolus recommendations provided by the app are meant for patients 
undergoing conventional multiple daily injection therapy; the ACCU-CHEK Connect 
Diabetes Management App is not intended to serve as an accessory to an insulin pump. 
 
The ACCU-CHEK Connect Diabetes Management App system context diagram is 
depicted in the following. 
 

40

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 
Figure 2: ACCU-CHEK Connect App System Context Diagram 

 
 
Device Features 
 
Getting the most out of the ACCU-CHEK Connect Diabetes Management App requires 
setting up a few key features. These include: 
 

· Online Account 
· Pair Meter 
· ACCU-CHEK Bolus Advisor 

 
The ACCU-CHEK Connect online accounts will help to improve diabetes management 
by letting the patients view data entered from their mobile devices. Pairing the blood 
glucose meter via Bluetooth wireless technology will allow the transfer of blood glucose 
values from the meter to the mobile device. The ACCU-CHEK Bolus Advisor calculates 
insulin dosage based on the time of day, the blood glucose level, the number of carbs 
consumed, and other factors. The healthcare professional will provide setup parameters 
and training to use the ACCU-CHEK Bolus Advisor. 
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The Structured Testing includes 3-Day Profile (3DP) and Testing In Pairs (TIP). 3-Day 
Profile provides an easy and convenient way to record and track the test results before 
and after meals and at bedtime over a three-day period, and provides a view of how meals 
and activity affect the blood glucose. Testing In Pairs is a simple tool that helps to see 
changes in the blood glucose before and after an event. 
 
The daily blood glucose test results, energy level, exercise, and other details can be 
manually entered into the app. Pictures can be added to the data entries as a visual 
reminder and to help provide contest to the entries. The data is stored in an encrypted file 
on the mobile device to protect the personal information. Trend reports display the blood 
glucose trends using logbook data. The logbook replaces the physical blood glucose 
diary. Logbook entries are stored automatically in order of time and date with the newest 
records appearing first. 
 
The app allows to use SMS test messaging or the ACCU-CHEK Connect online account 
to share information with doctors or HCPs. The data can be backed up by sending an 
email to a chosen email address. 
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SUBSTATIAL EQUIVALENCE DISCUSSION 

 
The predicate device for the ACCU-CHEK Connect Diabetes Management App is the 
ACCU-CHEK Aviva Combo meter, which was reviewed as a component of the ACCU-
CHEK Combo System in k111353 and received concurrence on July 17, 2012. 
 
Below is a table that provides a comparison between the ACCU-CHEK Connect Diabetes 
Management App and its predicate device. 
 
Feature /Claim ACCU-CHEK Connect Diabetes 

Management App 
ACCU-CHEK Combo System 
(#k111353) 

Intended Use This product is intended as an aid 
in the treatment of diabetes.  The 
software provides for electronic 
download of blood glucose meters, 
manual data entry, storage, display, 
transfer, and self-managing of 
blood glucose and other related 
health indicators which can be 
shown in report and graphical 
format. 
 
This product is indicated as an aid 
in the treatment of insulin-
requiring diabetes.  The product 
facilitates the optimization of 
glycemic control in patients who 
are trained in multiple daily 
injection therapy and are under the 
supervision of healthcare 
professionals experienced in 
managing insulin treated patients. 
 
The ACCU-CHEK Bolus Advisor, 
as a component of the ACCU-
CHEK Connect Diabetes 
Management App, is intended for 
use in providing insulin dose 
recommendations in response to 
blood glucose, health events, and 
carbohydrate input.  The ACCU-
CHEK Bolus Advisor is intended 
to provide direction for insulin 
adjustment within the scope of a 

The ACCU-CHEK Aviva Combo 
blood glucose meter is intended for 
the quantitative measurement of 
blood glucose. The ACCU-CHEK 
Aviva Combo meter is intended for 
self-testing outside the body (in 
vitro diagnostic use) by people with 
diabetes at home as an aid to 
monitoring the effectiveness of 
diabetes control.  The ACCU-
CHEK Aviva Combo meter can be 
used to interface with and remotely 
control the ACCU-CHEK Spirit 
Combo insulin infusion pumps via 
radio frequency communication. 
The ACCU-CHEK Aviva Combo 
meter is also indicated for the 
management of diabetes by 
calculating an insulin dose or 
carbohydrate intake based on user-
entered data. 
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Feature /Claim ACCU-CHEK Connect Diabetes 
Management App 

ACCU-CHEK Combo System 
(#k111353) 

pre-planned treatment program 
from a healthcare professional.  
Before its use, a physician or 
healthcare professional must 
provide the patient-specific target 
blood glucose, insulin-to-
carbohydrate ratio, and insulin 
sensitivity parameters to be 
programmed into the ACCU-
CHEK Bolus Advisor. 

Prescription / 
over-the-counter 
use? 

Over-the-counter use Prescription use due to relationship 
with insulin pump 

User Group Diabetes patients treated with 
multiple daily insulin injection 
(MDI) therapy 

Diabetes patients treated with 
insulin pump therapy or multiple 
daily insulin injection (MDI) 
therapy 

Accessory to 
Blood Glucose 
Meters? 

ACCU-CHEK Aviva Connect 
blood glucose meter 

The ACCU-CHEK Bolus Advisor is 
built within the ACCU-CHEK 
Aviva Combo meter. 

Bolus Calculator 
Set-up stage 

During the ACCU-CHEK Connect 
Diabetes Management App’s bolus 
calculator set-up stage, the 
following information must be 
entered. 
Time Blocks 
Target Range 
Carb Ratio 
Insulin Sensitivity 
Health Event Percentages 
Meal Rise 
Snack Size 
Acting Time 
Offset Time 

No difference, the same information 
is inputted into the ACCU-CHEK 
Combo meter during the bolus 
calculator set-up stage. 

Bolus Calculator 
Recommendation 
inputs 

Once the set-up stage has been 
completed, the patient may begin 
using the ACCU-CHEK Bolus 
Advisor in the ACCU-CHEK 
Connect Diabetes Management 
App.  Bolus recommendations can 

No difference, the same information 
is inputted by the patient prior to 
each meal to trigger a 
recommendation. 
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Feature /Claim ACCU-CHEK Connect Diabetes 
Management App 

ACCU-CHEK Combo System 
(#k111353) 

be triggered by inputting the 
following information prior to each 
meal: 
Measure blood glucose 
Enter carbohydrates 
Enter Health Event 

Communicate 
with insulin 
pumps? 
 

No Yes 

Software Level of 
Concern 

Major Major 

Operating 
platform 

Mobile based application Built within the blood glucose meter 

Connectivity to 
Meter 

Bluetooth Low Energy (BLE) N/A 

Control or affect 
the blood glucose 
meter’s 
measurements? 

No No 

Reports, graphs,  
and Electronic 
Log Book 

Yes No 

Carbohydrate 
Calculator 

Calculate carbohydrate intake 
based on user-entered data 

Calculate carbohydrate intake based 
on user-entered data 

Bolus Calculator 
 

Yes Yes 

Bolus Calculator 
Security 

The patients will be instructed to 
request an activation code from 
their healthcare providers; the 
healthcare providers will decide 
whether any additional multiple 
daily injection therapy training 
should be provided to the patient 
prior to activating the app’s bolus 
calculator function. 

N/A 

Allow manual 
entry? 

Yes No 
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Feature /Claim ACCU-CHEK Connect Diabetes 
Management App 

ACCU-CHEK Combo System 
(#k111353) 

Back-calculation 
prevents insulin 
stacking? 

Yes Yes 

 
 
It should also be noted that, although the predicate device, the ACCU-CHEK Aviva 
Combo system, was designed to be used by diabetic patients on insulin pump therapy, it also 
has the flexibility of being used by diabetic patients on multiple daily insulin injection (MDI) 
therapy as well. The Aviva Combo labeling is included within this 510(k) submission in 
VOL_08_Predicate Device Labeling, and page 9 of the “Standard Owner’s Booklet” (file 
001_Combo Meter Standard Owner’s Manual) describes the intended use of the system, 
indicating that “the ACCU-CHEK Aviva Combo meter can also be used to interface with, 
and remotely control, the ACCU-CHEK Spirit Combo insulin infusion pumps via radio 
frequency communication.” This statement indicates that the Aviva Combo system can be 
used in conjunction with a pump, but it does not stipulate that it must be used in conjunction 
with a pump. Furthermore, pages 15, 21, 28, 30, and 31 of the ACCU-CHEK Aviva Combo 
“Advanced Owner’s Booklet” (file 002_Combo Meter Advanced Owner’s Manual) provide 
instructions for use when an insulin pen or syringe is used to administer a bolus of insulin, as 
would take place with diabetic patients on MDI therapy. As such, the FDA-accepted labeling 
of the predicate device, the ACCU-CHEK Aviva Combo System, does not preclude its use by 
patients on MDI therapy. Therefore, the currently approved ACCU-CHEK Aviva Combo 
system’s insulin bolus calculator can be used in the manner desired for the proposed ACCU-
CHEK Connect Diabetes Management App. 
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Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b) (6)

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b) (6)

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b) (6)

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) 

(b) (6), (b) (4)

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) 
Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 
 
 

 

 
 

 

  

Accu-Chek® 360° Diabetes Management App 

System Requirements Document  
(SysRD) 

308

(b)(4) 

(b)(4) 

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 

Development Plan 

Accu-Chek® 360° Diabetes Management App 

342

(b)(4) 

(b)(4) 

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Document Number Rev 

page 1 of 7 

Development Plan 

357

(b)(4) 

(b)(4) 
(b)(4) (b)(4) 

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



364

(b)(4) 
(b)(4) 

(b)(4) 

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



388

(b)(4) 

(b)(4) 

(b)(4) 

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



416

(b)(4) 
(b)(4) 

(b)(4) 

(b)(4) 

(b)(4) 
(b)(4) 

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Aviva Combo

00
04

80
10

15
5/

B-
08

12

Roche USA – 51450 
V6/1 – 00048010155/B – Black –

Roche USA – 51450 
V6/2 – 00048010155/B – Cyan –

Roche USA – 51450 
V6/3 – 00048010155/B – Magenta –

Roche USA – 51450 
V6/4 – 00048010155/B – Yellow –

Roche USA – 51450 
V6/5 – 00048010155/B – PMS 287 –

Roche USA – 51450 
V6/6 –00048010155/B – PMS 5445 –

Blood GlUCoSE MEtEr

Standard Owner’s Booklet 
for Self-Testing Only©2012 Roche Diagnostics

Assembled in USA.
Distributed by:
Roche Insulin Delivery Systems Inc.
11800 Exit 5 Parkway, Suite 120
Fishers, IN 46034
Phone: 1-800-280-7801
Fax: 1-888-810-0758

ACCU-CHEK, ACCU-CHEK AVIVA, ACCU-CHEK 
AVIVA COMBO, ACCU-CHEK SPIRIT COMBO, and 
FASTCLIX are trademarks of Roche.

The Bluetooth® word mark and logos are registered 
trademarks owned by Bluetooth SIG, Inc. and any 
use of such marks by Roche is under license. Other 
trademarks and product names are the property of 
their respective owners.

Aviva Combo

Aviva Combo

51450_00048010155_B.indb   1 8/7/12   11:37 AM
542

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



LAST UPDATE: 2012-07

51450_00048010155_B.indb   2 8/7/12   11:37 AM
543

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



i

Before You Start Testing
About the meter and test strips
•  Carefully read and follow the instructions in the Getting Started Guide, the Standard Owner’s Booklet, the 

Advanced Owner’s Booklet, and Package Inserts for the test strips and control solutions. Not following the 
instructions may lead to a wrong result or improper treatment, causing you health problems.

•  Set the time and date on your meter before you begin testing. 

•  Inspect the test strip container before using the test strips for the first time. If you see any damage to the 
container cap or if anything prevents the cap from closing properly, do not use the test strips. Contact 
ACCU-CHEK Customer Care Service Center at 1-800-688-4578. Damaged test strips can cause inaccurate 
results, which could lead to improper treatment.

•  Carefully dispose of used test strips and lancets.

•  Home use of the ACCU-CHEK Aviva Combo system is limited to capillary whole blood testing.

Roche USA – 51450 
V4/1 – 00048010155/B – Black –

Roche USA – 51450 
V4/2 – 00048010155/B – Cyan –

Roche USA – 51450
V4/3 – 00048010155/B – 
Magenta – 

Roche USA – 51450
V4/4 – 00048010155/B – Yellow –

NOTE

The terms “blood sugar” and “blood glucose” have the same meaning. In this manual we will use the 
term “blood glucose” when referring to “blood sugar.”

51450_00048010155_B.indb   1 8/7/12   11:37 AM544

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



ii

About Your New Meter
•  The meter is designed and can be used for testing fresh capillary whole blood samples (for example, blood 

from a fingertip).

•  Only use ACCU-CHEK Aviva Plus test strips. Other test strips will give inaccurate results.

•  Although you always apply whole blood to the test strip, the system has been calibrated to deliver 
plasma-like values for easier comparison to lab results.

•  The meter, test strips, and control solution are only for use outside the body (in vitro). Do not eat the test 
strips. Do not swallow or inject the control solution, or use the control solution for any purpose other than 
testing the ACCU-CHEK Aviva Combo system.
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About Testing Yourself or Others
•  If you are very dehydrated or urinating frequently, you may get an inaccurate test result. If you think you are 

dehydrated, call your healthcare professional right away.

•  Some people with diabetes do not experience symptoms of low blood glucose (hypoglycemia). Others, such 
as children or people who are unconscious or have certain disabilities, may not be able to communicate 
their symptoms to caregivers. For these reasons, do not change any treatment without first talking to a 
healthcare professional.

•  Run a control test when you open a new box of test strips or if you think that your test result is incorrect. 
Running a control test lets you know that the meter and test strips are working properly.
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iv

•  Refer to the Test Strip and Control Solution Package Inserts for additional health-related information.

•  It is always a good idea to have a back-up testing method available. Failure to test could cause a delay in 
treatment decisions and lead to a serious medical condition. Examples of back-up testing methods include 
a back-up meter or testing by a lab. Ask your healthcare professional or pharmacist about other possible 
back-up methods.

DO NOT CHANGE YOUR TREATMENT BASED ON A SINGLE RESULT THAT DOES NOT MATCH 
HOW YOU FEEL OR IF YOU BELIEVE THAT YOUR TEST RESULT COULD BE INCORRECT.
If your blood glucose result doesn’t match how you feel and you have followed the instructions in your 
owner’s booklets, follow your healthcare professional’s instructions or call your healthcare professional.

Special Information to Consider When Using This Meter
•  Do not use this device to measure blood glucose if you or a person to whom you are providing care is 

experiencing cardiovascular collapse (severe shock) or decreased peripheral blood flow.

•  Consult your healthcare professional to determine if it is appropriate for your child to be taught how to use 
the meter system or any other medical products.
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Your new meter includes three booklets:

•  Getting Started Guide:
  Use this booklet to set up the meter.
•  Standard Owner’s Booklet:
  Use this booklet for instructions on how to operate 

the standard features of the meter.
•  Advanced Owner’s Booklet:
  Use this booklet for instructions on how to operate 

the advanced features of the meter.

Should you have any questions, please contact one 
of our customer support and service centers. A 
listing is at the back of this booklet.

This booklet includes information about:

•  Understanding your new ACCU-CHEK Aviva Combo 
system

• Coding the meter
• Testing your blood glucose
• Control testing
• Managing your data
• Changing the meter settings
•  Understanding the icons, reminders, warnings, and 

errors
• Maintenance
•  Cleaning and disinfecting the meter and lancing device
• Troubleshooting
• Technical information

Introduction
Whether the ACCU-CHEK Aviva Combo meter is your first blood glucose meter or you have used a meter for 
some time, please take the time to read the Getting Started Guide, the Standard Owner’s Booklet, and the 
Advanced Owner’s Booklet carefully before you use your new meter. To use it correctly and dependably, you 
need to understand its operation, screen displays, and all individual features.

If you have questions, we are here to help. Just call ACCU-CHEK Customer Care Service Center at 
1-800-688-4578. You can also visit www.ACCU-CHEK.com for diabetes management tools.
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The ACCU-CHEK Aviva Combo System
The ACCU-CHEK Aviva Combo meter is for quantitative blood glucose testing using ACCU-CHEK Aviva Plus 
test strips. The meter has many features including:

• Controlling your ACCU-CHEK Spirit Combo pump 

• Administering a bolus

• Bolus advice

• Daily time blocks that can be adjusted to fit your lifestyle

• Data management

• Data transfer

• Date reminders

• bG test reminders: Alarm clock, Target bG levels, and Health events

•  An electronic diary that allows you to enter meal time, carbs, health, and bolus information with your 
blood glucose test results

For detailed information about the features of the meter, see Chapter 1, Understanding Your New System.
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NOTE

Blood glucose and bG are interchangeable and mean the same thing.

Intended Use

The ACCU-CHEK Aviva Combo blood glucose system is intended for self-testing outside the body (in vitro 
diagnostic use) by people with diabetes at home as an aid to monitoring the effectiveness of diabetes control. 
The ACCU-CHEK Aviva Combo blood glucose monitoring system should not be used for the diagnosis or 
screening of diabetes or for neonatal use. Alternative site testing should NOT be used with the ACCU-CHEK 
Aviva Combo blood glucose monitoring system. The ACCU-CHEK Aviva Plus test strips are for use with the 
ACCU-CHEK Aviva Combo blood glucose meter to quantitatively measure glucose (sugar) in fresh capillary 
whole blood samples drawn from the fingertips. The ACCU-CHEK Aviva Combo meter can also be used to 
interface with, and remotely control, the ACCU-CHEK Spirit Combo insulin infusion pumps via radio frequency 
communication. The ACCU-CHEK Aviva Combo meter is also indicated for the management of diabetes by 
calculating an insulin dose or carbohydrate intake based on user-entered data.

The system includes:
• ACCU-CHEK Aviva Combo meter with three AAA batteries (already inserted)
• ACCU-CHEK Aviva Plus test strips and code key*
• ACCU-CHEK Aviva control solution*
• ACCU-CHEK FastClix Lancing Device*
• ACCU-CHEK FastClix lancet drum*
 *may be sold separately
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WARNING

•  Any object coming into contact with human blood is a potential source of infection (see: Clinical and 
Laboratory Standards Institute: Protection of Laboratory Workers from Occupationally Acquired Infections; 
Approved Guideline – Third Edition; CLSI document M29-A3, 2005).

• Choking hazard. Small parts. Keep away from children under the age of 3 years.

Why Regular Blood Glucose Testing Is Important
Testing your blood glucose regularly can make a big difference in how you manage your diabetes every day. 
Discussing your results with your healthcare professionals and following their advice about medicine, 
exercise, and food plans can help you better control your diabetes. 

Important Information About Your New Meter
•  The meter is designed for testing fresh whole blood samples (for example, blood from your fingertip). 

The meter is for outside the body (in vitro) use. It should not be used to diagnose diabetes.

• This meter requires ACCU-CHEK Aviva Plus test strips. Other test strips will give inaccurate results.

• The meter comes with the time and date preset. You may need to change the time to your time zone.

•  If you have followed the steps in this booklet but still have symptoms that do not seem to match your test 
results, or if you have questions, talk to your healthcare professional.

• The ACCU-CHEK Aviva Combo system is intended for single patient use and should not be shared.
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1.1 Overview
Your new meter has several features to assist you in managing your diabetes. It is important you understand 
the features and how to operate the meter correctly.

NOTE

•  This booklet shows sample screens. The screens in this booklet may look slightly different from 
the screens on the meter. If you have any questions about the meter screens, contact ACCU-CHEK 
Customer Care Service Center at 1-800-688-4578.

•  On the meter display, the code chip is referred to as a code key. Code key and code chip are 
interchangeable and mean the same thing.

• Blood glucose and bG are interchangeable and mean the same thing.
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1.2  The ACCU-CHEK Aviva Combo Meter at a Glance
Display
Shows menus, results, 
messages, and data stored in 
the diary.

Buttons
Press to enter menus or the 
diary, adjust settings, and 
scroll through results.

Left/Right Soft Keys
Press to select the menu or 
option above the key.

Power On/Off Button
Turns the meter on or off.

Test Strip Slot
Insert golden end of test strip 
here.

Infrared (IR) Window
Transfers data from the 
meter to a computer.

Code Key Slot
Insert code key here with 
code number facing away 
from you.

Battery Door
Remove the battery door 
by pushing the tab and 
pulling up the door.

Backlight Button
Press to adjust the backlight level.
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Top View
Infrared (IR) Window

Code Key
(for example)

Batteries
Insert batteries according to the 
+ and - symbols in the battery 

compartment. 

Test Strip
Yellow Window - Touch blood  
drop or control solution here.

Golden End - Insert this end of  
the test strip into the meter.

Test Strip Container
(for example)

Control Solution Bottle
(for example)
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The meter has seven buttons and two soft keys.

NOTE: 

•  You hear a sound every time an active button/soft key is pressed unless you turned off the key sound. 
•  Press + or insert a test strip to turn on the meter. If the meter displays the Time/Date screen, make 

the necessary changes and select Save.

Left Soft Key

Up Arrow 

Enter 

Left Arrow 

Power On/Off

Right Soft Key

Right Arrow

Down Arrow

Backlight
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Table of Buttons and Soft Keys 

Button Name Function

< Left Arrow j	Move or scroll to the left in a screen.

> Right Arrow j	Move or scroll to the right in a screen.

x Up Arrow j	Move or scroll up in a screen.

z Down Arrow j	Move or scroll down in a screen.

, Left Soft Key j	Select the option above the key on the display.

. Right Soft Key j	Select the option above the key on the display.

= Enter j	Select a menu or option.
j	Save changes and exit the entry field.

* Backlight j	Adjust the backlight level (low, medium, high). 
j	Turn Bluetooth wireless technology on and off (press and hold *	in the 

BLUETOOTH screen). 

+ Power On/Off j	Turn the meter on and off.
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Table of Button Combinations 

Button Combination Name Function

When the buttons are locked, press and 
hold , and . until the Main Menu 
appears.

Unlock Keys j	Unlocks the buttons.

With the meter turned off, press and hold 
* and then press +.

Meter/Pump 
Pairing

j	Begins meter and pump pairing. 
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For information about the pump, see the ACCU-CHEK Spirit Combo Insulin Pump User Guide.

1.3  The ACCU-CHEK Spirit Combo Insulin Pump at a Glance
Menu Key
Cycles through menus, 
functions, and information 
screens.

OK Key
Selects current settings 
displayed on screen, saves 
changes, exits a screen, and 
allows the user to view the 
QUICK INFO screen.

Display
Shows menus, messages, 
and data stored in the pump 
memory.

Up Key
Moves forward in an information 
screen, increases a setting, turns 
on the backlight, programs a Quick 
Bolus, cancels a Quick Bolus, and 
turns off the STOP-Warning.

Down Key
Moves backward in an information 
screen, decreases a setting, 
programs a Quick Bolus, cancels 
a Quick Bolus, and turns off the 
STOP-Warning.

Infusion Set
Connects the pump to your body to 
deliver insulin.

Cartridge
Holds insulin.

Adapter
Connects the cartridge to the 
infusion set.
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1.4 Summary of Features
Display

The meter has a full-color graphic LCD (Liquid Crystal Display) that displays current and historical 
information.

Backlight

• The backlight helps you read the information on the meter display under different lighting conditions. 

• When the meter is turned on, the backlight is set to the medium level. 

• Adjust the backlight level by pressing and releasing the backlight button. 

• The backlight adjusts from low, to medium, to high, and back to low again. 

•  If set to the medium or high level and the buttons are not pressed for about 15 seconds, the backlight 
returns to the low level to save power. 

• When the meter returns to the low level, pressing any button restores the previous backlight level. 

• For more information about backlight settings, see Chapter 5, Changing Meter Settings. 

• For more about power-saving tips, see Chapter 8, Maintenance.
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Key Lock

• The key lock feature allows you to lock all of the buttons on the meter, except for the power on/off button. 

• The key lock serves as a safety measure against unintentional activation of meter functions.

• For more information, see Chapter 5, Changing Meter Settings.

Signal Settings

• The meter communicates reminders, warnings, and errors using sounds and vibrations. 

• For more information, see Chapter 6, Icons, Reminders, Warnings, and Errors. 

Blood Glucose Test

Your new meter allows you to enter detailed information for each blood glucose test to include:

• Meal time (pre meal, post meal, bedtime, or other)

• Carbs (the amount of carbohydrates you are intending to eat)

• Health events (exercise 1, exercise 2, stress, illness, premenstrual, or fasting)

If bolus advice is set up on the meter and the meter recently communicated with the pump, the amount of 
active insulin is displayed on the detailed bG Result screen.
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Bolus Advice (Optional)

•  The term “bolus” refers to the delivery of insulin all at once rather than slowly throughout the day, usually 
used to compensate for meals or high blood glucose. 

•  Bolus advice calculates a bolus for you that is adapted to the time of day and your changing situations. 

•  This function is activated only if you set up bolus advice on the meter. 

•  For instructions on how to set up bolus advice, see Chapter 5, Changing Meter Settings.

WARNING

 Before setting up bolus advice, it is very important to read all of the safety information in the Advanced 
Owner’s Booklet and talk to your healthcare professional.

Using the Meter with the Pump

• The meter can communicate with and remotely control your pump. 

•  Pump information is automatically downloaded to the meter when Bluetooth wireless technology is 
activated.

• The meter must be paired with the pump. 

• For more information, see the Advanced Owner’s Booklet.
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Administering a Bolus
Using your new meter, you can deliver a bolus:
• Remotely on your pump using Bluetooth wireless technology
• Using the bolus advice feature on the meter
• Independently on your pump
• Using an insulin pen or syringe

My Data
• Your new meter stores 1,000 records in the diary. 
• You can view, modify, or add information to your diary. 
•  You can view blood glucose test averages, trends, standard day, standard week, and target tables and 

graphs of the data in the diary. 
• You can view the data in graph or table format for the last 7, 14, 30, 60, or 90 days. 
• For more information, see Chapter 4, Managing Your Data.
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Data Transfer
• You can transfer your data stored on the meter to a computer. 
• For more information, see Chapter 4, Managing Your Data.

Warning Limits for Hyper and Hypo Blood Glucose Levels
•  You can select hyper (high) and hypo (low) blood glucose limits that best fit your needs. Whenever a blood 

glucose test result is above or below this range, the meter displays a warning. 
•  In addition, Trend Graph screens indicate the hypo warning limit when displaying your blood glucose test 

results. For more information, see Chapter 4, Managing Your Data. 
•  The meter has default warning limits that can be adjusted. For more information, see Chapter 5, Changing 

Meter Settings.

51450_00048010155_B.indb   23 8/7/12   11:37 AM570

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



24

Time Blocks
• Time blocks allow you to divide a day into different time periods.
•  Setting time blocks to fit your own schedule helps you and your healthcare professional see how patterns in 

your blood glucose are affected by your daily activities and lifestyle. 
• Time blocks can be set up with or without bolus advice. 
•  Talk to your healthcare professional about the best way to set up your time blocks to assist you in managing 

your diabetes. 
• The meter has five default time blocks. 
• You may set up to eight time blocks. 
• For more information, see Chapter 5, Changing Meter Settings. 
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Without bolus advice, you need to consider the following when setting up time blocks:
• Determine the appropriate time range by reviewing the end time for each time block.
• Review the acceptable blood glucose target range (low and high) for each time block. 

With bolus advice, you need to consider the following when setting up time blocks:
• Determine the appropriate time range by reviewing the end time for each time block.
• Review the acceptable blood glucose target range (low and high) for each time block. 
•  Determine your carb ratio (the amount of insulin needed to cover a given amount of carbohydrates) for each 

time block.
•  Determine your insulin sensitivity (the amount of insulin needed to lower your blood glucose by a given 

amount) for each time block.
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Health Events

Health events can be selected to indicate how you are feeling or what you are doing that might affect your 
diabetes. The meter allows you the option of setting a percentage for each health event, except for Fasting, if 
you set up bolus advice. Fasting does not scale bolus advice calculations and is not adjustable. 

Health events available on the meter are:
• Exercise 1
• Exercise 2
• Stress
• Illness
• Premenstrual
• Fasting

Discuss the appropriate percentage for each health event with your healthcare professional. For instructions 
on how to set up bolus advice, see Chapter 5, Changing Meter Settings.
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Blood Glucose Test Reminders (Optional)

The meter can be set up to remind you to retest your blood glucose after a high blood glucose test result, 
after a low blood glucose test result, or after a meal.

An after high blood glucose test reminder example:
•  The meter is set up with a high bG threshold level of 240 mg/dL and with a reminder time of 60 minutes.
•  You have a blood glucose test result higher than 240 mg/dL, perhaps 270 mg/dL.
• In 60 minutes, the meter reminds you to perform another blood glucose test. 

The after meal bG test reminder is set up with a carb value and occurs when the carb value exceeds the 
snack size. Any of these blood glucose test reminders can be turned on or off individually, as needed. For 
more information, see Chapter 5, Changing Meter Settings.
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Alarm Clock Reminders
•  The meter has alarm clock reminders which can be used as a helpful way to remind you when to test 

throughout the day. 
• In addition to “bG Test,” you can set reminders for “Other” for any other daily reminder. 
• You can set up to eight reminders per day. 
• For more information, see Chapter 5, Changing Meter Settings. 

Date Reminders
•  The meter can be set up to remind you of upcoming appointments or dates, such as a “Dr. Visit,” a “Lab 

Test,” or an “Infusion Set Change.” 
• For more information, see Chapter 5, Changing Meter Settings.
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1.5 Screen Content and Navigation
This section provides an explanation of how to understand and navigate the screens on the meter.

Each time the meter is turned on, this splash screen (ACCU-CHEK logo screen) is displayed for a short 
period of time. 
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Sound Icon
Appears when the beeper is 
turned on

Time

Menu Options

Vibrate Icon
Appears when vibrate is turned on

Date

Low Battery Icon
Appears when the meter batteries are low

Bluetooth Wireless Technology Icon
Indicates whether the Bluetooth wireless 
technology is on, off, or connecting.

Features on the Main Menu:

NOTE

•  To select an item on a menu, press x or z to highlight (blue) the menu item and then press =. 
•  When using the meter to remotely control your pump, the buttons of your meter have differing 

functions. For more information, see the Advanced Owner’s Booklet.
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Bluetooth Wireless Technology Icon Communication States
You may turn Bluetooth wireless technology on or off at any time using the meter.

Icon Communication State

Bluetooth wireless technology is on. The meter and pump are communicating.

Bluetooth wireless technology is off. The meter and pump are not communicating.

Bluetooth wireless technology is on. However, the meter and pump are not communicating.
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This screen appears when Bluetooth wireless technology is on and the meter is connecting to the pump.

Connecting to the Pump screen during pairing:
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Title Bar
Primary menu title is displayed 
here.

Secondary Title Bar
When necessary, a secondary 
title bar appears. Secondary 
menu text is displayed here.

Left Soft Key Option
Press , to select the option 
above the button on the screen.

Highlighted Option
When a menu choice or item 
is selected, it is highlighted in 
blue.

Scroll Bar
If there is more information 
available than fits on the screen, 
a vertical scroll bar appears on 
the right side of the screen.

Right Soft Key Option
Press .	to select the option 
above the button on the screen.

Features on a screen:

51450_00048010155_B.indb   33 8/7/12   11:38 AM580

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



34

Information can be entered on some screens. Numerical entry fields appear as pop-up entry fields. When 
an option must be selected, it appears as a pop-up menu.
• To open a pop-up menu or entry field, press =.
•  Press x or z to select the appropriate pop-up menu option or until the correct numerical entry is 

present, and then press =.
• Press and hold x or z to scroll faster.

Pop-Up Entry Field

Pop-Up Menu
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General Navigation Steps
To change the settings or enter information into the meter:

1.

j	 Press x or z to select a menu option and press =.
j		Repeat the previous step as necessary.
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4.
j	 Select Save by pressing . to 

save changes and return to the 
previous screen.

j		Press x or z or < or > to 
select an option or a desired 
entry field and press =.

2.

j  Press x or z to select the 
desired entry and press =.
j  Repeat Steps 2 and 3, as 

necessary.

3.
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2  Testing Your Blood Glucose
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2.1 Overview
It is important to understand how to perform a blood glucose test properly. You can perform a blood glucose 
test from your fingertip.

NOTE

Blood glucose and bG are interchangeable and mean the same thing.
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2

1. 2.

2.2 Coding Your Meter

j  Ensure the meter is off. j  Turn over the meter.

3.

j  Remove the old code key (if 
there is one in the meter) and 
discard it.
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4. 5.

j  Position the new code key so 
that the code number faces 
away from you. Push it into the 
code key slot until it stops.

j  Leave the code key in the 
meter until you open a new box 
of test strips.

WARNING

Change the code key every 
time you open a new box of test 
strips.

CAUTION

Do not force the code key into 
the meter. It is designed to go in 
the meter only one way.

NOTE

•		 A new code key is inside each 
new box of test strips.

•		If an improper, expired, 
or corrupted code key is 
inserted, you cannot complete 
a blood glucose test.

51450_00048010155_B.indb   40 8/7/12   11:38 AM587

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



41

2

2.3  Using the ACCU-CHEK Aviva Combo System
Before You Start Testing
Using ACCU-CHEK Aviva Plus Test Strips
• Only use ACCU-CHEK Aviva Plus test strips.
• Change the code key and run a control test every time you open a new box of test strips.
•  Store the unused test strips in their original container. Do not remove test strips from the test strip 

container and put them into another container, such as a plastic bag, pocket, purse, wallet, etc.
• Immediately after you take out a test strip, securely close the container. This helps keep the test strips dry.
• Use the test strip immediately after you take it out of the container.
• Be sure to check the “Use by” date on the test strip container. Do not use the test strips after that date.
• If the “Use by” date is missing or cannot be read, do not use the test strips.
•  Do not refrigerate, freeze, or expose strips to heat, moisture or humidity. Temperatures outside the required 

range, as well as moisture and humidity, can damage your test strips and lead to inaccurate results.
• Refer to the test strip package insert for system operating conditions.
•  Do not apply blood or control solution to the test strip before you insert it into the meter. If the meter gives 

you a result before applying blood or control solution, do not act on that result.
•  Do not reuse test strips. Once you have put control solution or blood on a test strip, throw it away. If you 

need to retest, use a new test strip.
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WARNING

 Not following the precautions below can lead to inaccurate results:

•  Do not store test strips in extreme temperatures or moisture areas (bathroom, kitchen, laundry room, 
car, or garage). Heat and moisture can damage your test strips.

•  Do not bend, cut, or alter the test strips.

•  Do not get dirt, food, or other material on the test strips.
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2.4 Performing a Blood Glucose Test 
Before you perform your first blood test, ensure the meter is set up correctly and that you perform a control 
test. You need a coded meter, a test strip, and a lancing device.

WARNING

•  During normal testing any blood glucose meter or lancing device may come in contact with blood. All 
parts of the kit are considered biohazardous and can potentially transmit infectious diseases from 
bloodborne pathogens, even after you have performed cleaning and disinfection.1,2

•  Cleaning and disinfecting the meter and lancing device destroys most, but not necessarily all, 
bloodborne pathogens.3

•  The meter and lancing device should never be used by more than one person. Do not share the 
meter and lancing device with anyone, including family  members, due to the risk of infection from 
bloodborne pathogens.1,2

•  If the meter is being operated by a second person who is providing testing assistance to the user, 
the meter and lancing device should be cleaned and disinfected prior to use by the second person.

•  Disinfect the meter and lancing device before allowing anyone else to handle them. Do not allow 
anyone else to test with the meter or lancing device.

•  It is important to keep the meter and lancing device clean and disinfected. For instructions on how to 
clean and disinfect the meter and lancing device, see Chapter 7, Cleaning and Disinfecting the Meter 
and Lancing Device.

•  Wash hands thoroughly before and after handling the meter, lancing device, or test strips.
1,2,3 See Appendix E
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WARNING

•  Do not change your treatment because of one blood glucose test result.
• NEVER ignore symptoms of high or low blood glucose. 
•  If your blood glucose test result does not match how you feel, perform a fingertip test to confirm your 

result. If the fingertip test result still does not match how you feel, contact your healthcare professional.

NOTE:

If you need to perform a control test, only use ACCU-CHEK Aviva control solutions. See Chapter 3, Control 
Testing for more information about control testing.
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1.

j  Wash and dry your hands. 
j  Prepare the lancing device for 

a fingertip test.
j  Always use a new lancet with 

each test.

Performing a Fingertip Blood Glucose Test

Prepare > Insert Test Strip > Match Code Number > Test Blood Sample > bG Test Result

j  Insert the golden end of a 
test strip into the meter in the 
direction of the arrow. The 
meter turns on.

2.

j  Ensure the code number 
on the display matches the 
code number on the test strip 
container. If you miss seeing 
the code number, remove the 
test strip and reinsert it into 
the meter.

3.
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The Apply Sample screen 
appears. The test strip is ready 
for testing.

4.

Fingerstick:
j  Perform a fingerstick with the 

lancing device.

5.

Fingerstick:
j  Gently squeeze your finger to 

assist the flow of blood. This 
helps you get a blood drop.

6.
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j  Touch the blood drop to the 
front edge of the yellow 
window of the test strip. Do 
not put blood on top of the test 
strip.

7.

When the test strip has enough 
blood, the Analyzing screen 
appears.

8. 9.

The result appears on the 
display. 
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10.

Approximately 3 seconds later, 
the detailed bG Result screen 
appears.
j  Remove and discard the used 

test strip.
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NOTE

• If the blood drop is too small, reapply pressure to get a sufficient blood drop. 
•  For more information regarding blood glucose test results, see Section 2.6, Understanding Blood 

Glucose Test Results.
•  To add detailed information to the blood glucose test (meal time, carbs, and health events) see Section 

2.5, Detailed Blood Glucose Test Results. 
•  If a test strip error occurs, remove and discard the used test strip and repeat the test with a new test 

strip.
• Be careful not to put any fluids into the test strip slot.
• The meter cannot be turned off when the following screens are displayed:

• Match Code to Vial
• Apply Sample
• Analyzing
• bG Result

•  When a test strip is in the meter, the buttons are inactive. The buttons become active when you remove 
the test strip or when the test is complete.

• The meter turns off automatically in approximately 2 minutes if no buttons are pressed.
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NOTE

Other ways to start a blood glucose test:

• From the Main Menu, select bG Test and press =. Insert a test strip into the meter.

• When a reminder notification or the key lock icon is displayed, insert a test strip into the meter.

•  From the Main Menu, select Bolus Advice and press =. If “bG Test” is displayed instead of an actual 
blood glucose value, then you can start a blood glucose test by selecting bG Test. If an actual blood 
glucose value is displayed, then you cannot start a blood glucose test using this process.
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2.5 Detailed Blood Glucose Test Results
The detailed bG Result screen displays the following information:

Test Time
Meal Time
Carbohydrates
Health Event
Active Insulin
Displayed only if bolus 
advice is activated and 
data has recently been 
read from the pump.

Status Bar
Blood Glucose Test Result 
Unit of Measure
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Detailed bG Results > Change Meal Time/Carbs/Health Events (Optional)

The detailed bG Result screen allows you to view and to add information to a blood glucose test result.
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To Change Meal Time:
j  Select the Meal Time entry 

field and press =.
j  Select either Pre Meal, Post 

Meal, Bedtime, or Other and 
press =.

To Change Carbs:
j  Select the Carbs entry field 

and press =.
j  Set the number of carbs and 

press =.
To Change Health Events:
j  Select the Health entry field 

and press =. 
j  Select either Fasting, Exercise 

1, Stress, Illness, Exercise 2, or 
Premenstrual and press =. 

Active Insulin Display:
The meter displays the 
calculated amount of Active 
Insulin.
To save the changes and exit 
the detailed bG Result screen:
j  To return to the Main Menu, 

select Menu.
j  To proceed to the Bolus Advice 

screen, select Bolus. 

How to Add Information to a Blood Glucose Test Result

Bolus Advice is not available 
if:
j  The blood glucose test result is 

below the hypo warning limit.
j  The detailed bG Result screen 

has been displayed for more 
than 5 minutes. The warning 
message “Bolus Advice 
Timeout” is displayed. Select 
OK to return to the detailed bG 
Result screen.

For more information about 
bolus advice, see the Advanced 
Owner’s Booklet.
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NOTE

• You can add information on the detailed bG Result screen for meal time, carbs, and health events.
•  Review and, if necessary, update information for meal time, carbs, and health events to receive an 

accurate bolus recommendation.
•  Active insulin is bolus insulin that has been given to lower your blood glucose, but has not yet been fully 

used. 
• Active insulin appears only if bolus advice is activated. 
•  Calculation of the amount of the active insulin is completed automatically by the meter. If necessary, 

the meter rounds the active insulin amount.
• If the active insulin amount is calculated as zero, then the value is displayed as 0.
• If active insulin data is not found, then active insulin value is displayed as “---U.”
•  If Bolus is selected, then the Connecting to the Pump screen appears before the Bolus Advice screen is 

displayed.
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2.6  Understanding Blood Glucose Test Results
The bG Result screen displays the following information:

Test Time

Blood Glucose 
Test Result

 Test Date

Status Bar

Unit of Measure

  NOTE

•  If the dosed test strip is removed from the meter before results or errors are displayed, a blood glucose 
test result will not appear.

•  After approximately 3 seconds, the meter displays the detailed bG Result screen (see Section 2.5, 
Detailed Blood Glucose Test Results).
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Status Bar
The status bar on the bG Result screen indicates how the result compares to the target blood glucose range 
for the current time block. The following are status bar descriptions with sample displays:

Green indicates the result is 
within the target range for the 
current time block.

Yellow indicates the result is 
below the target range for the 
current time block. The result 
is not below the hypo warning 
limit.

Red with “Hypo” indicates the 
result is below the hypo warning 
limit.
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Light blue indicates the result is 
above the target range for the 
current time block. The result 
is not above the hyper warning 
limit.

Light blue with “Hyper” 
indicates the result is above the 
hyper warning limit.
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LO or HI Display

If “LO” is displayed, the test 
result may be below the 
measurement range.
j  Contact your healthcare 

professional.

If “HI” is displayed, the test 
result may be above the 
measurement range.
j  Contact your healthcare 

professional.

NOTE

Blood Glucose Warnings
If the blood glucose test 
results are outside the hyper 
or hypo warning limits, or 
outside the measurement 
range of the meter, then a 
warning is displayed after the 
bG Test Result screen. Select 
OK to acknowledge a warning 
and continue.
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2.7 Unusual Blood Glucose Test Results
If your blood glucose test result does not match the way you feel, follow these steps:

Troubleshooting Checks Actions
1. Are the test strips expired? Discard the test strips if they are past the “Use by” date.

Repeat the blood glucose test with an unexpired test strip.

2.  Has the cap on the test strip container 
always been closed tightly?

Replace the test strips if you think the test strip container 
was uncapped for some time and repeat the blood glucose 
test.

3.  Was the test strip used immediately 
after it was removed from the test strip 
container?

Repeat the blood glucose test with a new test strip.

4.  Were the test strips stored in a cool, dry 
place?

Repeat the blood glucose test with a properly stored test 
strip.

5. Did you follow the directions? Read Chapter 2, Testing Your Blood Glucose and repeat the 
blood glucose test. If you still have problems, contact 
ACCU-CHEK Customer Care Service Center at 
1-800-688-4578.
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Troubleshooting Checks Actions
6.  Did you check that the code number 

on the meter display matches the code 
number on the test strip container?

If they do not match, insert the correct code key into the 
meter and repeat the blood glucose test.

7. Are you still unsure of the problem? Contact ACCU-CHEK Customer Care Service Center at 
1-800-688-4578.

After performing a control test and repeating a blood glucose test, if your blood glucose test results still do not 
match the way you feel, contact your healthcare professional immediately.
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2.8  Symptoms of High or Low Blood Glucose
Being aware of the symptoms of high or low blood glucose can help you understand your test results and 
decide what to do if they seem unusual. Hyperglycemia and hypoglycemia may include, but are not limited 
to the following symptoms:

•  High blood glucose (hyperglycemia): fatigue, increased appetite or thirst, frequent urination, blurred 
vision, headache, or general aching.

•  Low blood glucose (hypoglycemia): sweating, trembling, blurred vision, rapid heartbeat, tingling, or 
numbness around mouth or fingertips.

WARNING

•  If you are experiencing any of these symptoms, test your blood glucose. If your blood glucose test 
result is displayed as LO or HI, contact your healthcare professional immediately.

•  The meter is designed to display blood glucose results from 20 to 600 mg/dL. If a result 
below 20 mg/dL or over 600 mg/dL appears on the display, call ACCU-CHEK Customer Care 
Service Center at 1-800-688-4578.
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Comparing Your Meter Result to a Lab Result
A common question is how the blood glucose results on your meter compare to the lab results. Your blood 
glucose can change quickly, especially after eating, taking medication, or physical activity. If you test yourself 
in the morning and then go to the healthcare professional’s office for a blood glucose test, your results will 
probably not match, even if you are fasting. This is typically not a problem with your meter, it just means that 
time has elapsed and your blood glucose has changed.

If you want to compare your meter result to the lab result, you must be fasting. Take your meter to the 
healthcare professional’s office, and test yourself by fingerstick within five minutes of having blood drawn 
from your arm by a healthcare professional. Keep in mind that the lab uses different technology than the 
meter, and that blood glucose meters for self testing generally read somewhat lower than the lab result.

If you are fasting and you do a fingerstick test within five minutes of having your blood drawn, here are the 
general guidelines to compare your meter result to the lab result:

•  If your blood glucose is below 75 mg/dL, your results generally should fall within ±15 mg/dL of the lab 
result.

•  If your blood glucose is equal to or over 75 mg/dL, your results generally should fall within ±20 % of the 
lab result.
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3  Control Testing
3.1 Overview 64
3.2 Why Perform Control Tests 65
3.3 About the Control Solutions 66
3.4 Performing a Control Test 67
3.5 Understanding Control Test Results 73
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3.1 Overview
This chapter describes how and when to perform a control test to ensure the accuracy of your blood glucose 
meter. It is recommended you complete a control test prior to performing a blood glucose test for the first 
time.

NOTE

Blood glucose and bG are interchangeable and mean the same thing.
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3.2 Why Perform Control Tests
Performing a control test lets you know the meter and test strips are working properly to give reliable blood 
glucose test results. You should perform a control test when:

• You open a new box of test strips.

• You left the test strip container open.

• You want to check the meter and test strips.

• Your test strips were stored in extreme temperatures and/or humidity.

• You dropped the meter.

• Your test result does not agree with how you feel.

• You want to check if you are testing correctly.
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3.3 About the Control Solutions
• Only use ACCU-CHEK Aviva control solutions.

• The meter automatically recognizes the control solution.

• The control test results are not displayed in the diary.

•  Write the date you opened the control solution bottle on the bottle label. The solution is good for 3 months 
from that date or until the “Use by” date on the bottle label, whichever comes first.

• Do not use control solution that is past the “Use by” date.

• The solution can stain clothing. If you spill it, wash your clothes with soap and water.

• Close the bottle tightly after use.
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You need a coded meter, a test strip, and control solution Level 1, Level 2, or both. The control level is 
printed on the bottle label.

Test Time
Control Result

 Test Date
Unit of Measure

3.4 Performing a Control Test
The Control Result screen displays the following information:
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Insert Test Strip > Match Code Number > Test Control Solution > Control Result

1.

j  Insert the golden end of a 
test strip into the meter in the 
direction of the arrow. The 
meter turns on.

2.

j  Ensure the code number 
on the display matches the 
code number on the test strip 
container. If you miss seeing 
the code number, remove the 
test strip and reinsert it into 
the meter.

3.

The Apply Sample screen 
appears. The test strip is ready 
for testing.
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5.4.

j  Place the meter on a flat 
surface, like a table.

j  Select the control solution you 
want to test. You will enter the 
level later in the test.

6.

j  Remove the control bottle cap. 
Wipe the tip of the bottle with 
a tissue.
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8.

When the test strip has enough 
control solution, the Analyzing 
screen appears. 
j  Wipe the tip of the bottle with a 

tissue and then cap the bottle 
tightly.

9.

The control result appears on 
the display.
j  Select Level to display the 

control solution level pop-up 
menu.

7.

j  Squeeze the bottle until a tiny 
drop forms at the tip.
j  Touch the drop to the front 

edge of the yellow window 
of the test strip. Do not put 
control solution on top of the 
test strip.
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10.

j  Select the control solution level 
and press =.

11.

j  Remove and discard the test 
strip.
j  For information on 

understanding control test 
results, proceed to the next 
section, or select Menu to 
save this result and display  
the Main Menu screen.

51450_00048010155_B.indb   71 8/7/12   11:38 AM618

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



72

NOTE

•  If a test strip error occurs, remove and discard the used test strip and repeat the test with a new test 
strip.

• Be careful not to put any fluids into the test strip slot.
•  When the Control Level screen is displayed and you select Cancel without selecting a control solution 

level, then No Entry is chosen. The meter stores the control test result along with No Entry and then 
the Detailed Control Result screen is displayed.

•  When the Control Level screen is displayed and you turn off the meter, or if the meter auto-powers 
off, without selecting a control solution level, then No Entry is chosen. The meter stores the control 
test result along with No Entry.

• Other ways to start a control test:
•  From the Main Menu, select bG Test. Insert a test strip into the meter.
•  When a reminder notification or the key lock icon is displayed, insert a test strip into the meter.
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Test Time

Control Result

Unit of Measure

Menu
Select Menu to save 
result and display 
Main Menu screen.

Test Date

Control Solution Level
Result
Within range or Out of range.

3.5 Understanding Control Test Results
The detailed Control Result screen displays the following information:
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j  The label on your test 
strip container shows the 
acceptable ranges for both 
the Level 1 and the Level 2 
control solutions. The test 
result you get should be inside 
this range. Ensure you select 
and compare the test result to 
the correct level of control. For 
the level selected, the meter 
displays whether the result 
is within or outside of the 
acceptable range.

Example
Range (mg/dL)
Level 1 25-55
Level 2 255-345

j  When the control test result 
is inside the range on the test 
strip container, the test strips 
and the meter are working 
properly.

If the control test result is within 
the acceptable range, “Within 
range” appears on the detailed 
Control Result screen.

Example Control Results
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3

If the control test result is 
outside of the acceptable range, 
“Out of range” appears on the 
detailed Control Result screen.

If “HI” is displayed, the control 
test result may be above the 
measurement range.

If “LO” is displayed, the control 
test result may be below the 
measurement range.
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If the meter stored No Entry for 
the control solution level, then 
“---” appears with no indication 
of in or out of range.
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Out-of-Range Control Test Results
If the control test result is out of range, check this list to help solve the problem:

Troubleshooting Checks Actions
1.  Were either the test strips or control solutions 

expired?
Discard the test strips or control solutions if either is 
past the “Use by” date. If the control solution was 
opened more than 3 months ago, discard it. Repeat 
the control test with an unexpired test strip and an 
unexpired control solution.

2.  Did you wipe the tip of the control solution bottle 
before use?

Wipe the tip of the bottle with a tissue. Repeat the 
control test with a new test strip and a fresh drop of 
control solution.

3.  Were if the caps on the test strip container and 
the control solution bottle always closed tightly?

Replace the test strips or control solutions if you 
think either it was uncapped for some time and 
repeat the control test.

4.  Was the test strip used immediately after it was 
removed from the test strip container?

Repeat the control test with a new test strip and a 
fresh drop of control solution.

5.  Were the test strips and control solutions stored in 
a cool, dry place?

Repeat the control test with a properly stored test 
strip and control solution.
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Troubleshooting Checks Actions
6. Did you follow the directions? Read Chapter 3, Control Testing, and repeat the 

control test. If you still have problems, contact 
ACCU-CHEK Customer Care Service Center at 
1-800-688-4578.

7.  Did you choose the correct control solution level, 
either 1 or 2, when you performed the control test?

If you chose the wrong control solution level, you 
can still compare the control result to the range 
printed on the test strip container.

8.  Did you check if the code number on the meter 
display matches the code number on the test strip 
container?

 If they do not match, insert the correct code key into 
the meter and test again.

9. Are you still unsure of the problem? Contact ACCU-CHEK Customer Care Service Center 
at 1-800-688-4578.

51450_00048010155_B.indb   78 8/7/12   11:38 AM625

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



79

4

4  Managing Your Data
4.1 Overview 80
4.2 Viewing or Modifying Your Data 83
4.3 Adding New Data 92
4.4 Reporting Your Data 95
4.5 Downloading Your Data to a Computer 133
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4.1 Overview
Analyzing your blood glucose test results stored in the meter is an effective way for you and your healthcare 
professional to determine how well you are controlling your diabetes. This analysis is a valuable tool for 
making improvements to your diabetes management. The reports the meter displays help you get the most 
from your ACCU-CHEK Aviva Combo meter.

From the diary records stored in the meter, you are able to view a specific blood glucose test record with its 
attributes (e.g., meal time, carbs, health event, and bolus). In addition, for a specific diary record, you are able 
to change or add to its attributes.

The meter generates reports, such as blood glucose averages with standard deviations for the time period 
you select (e.g., the past 7 days or the past 30 days). Graphs can be a good way to view your blood glucose 
test results. The meter can display a line graph to depict blood glucose record trends, a graph showing result 
ranges for a standard day or a standard week, and a pie chart with different colors to illustrate the amount of 
test results within, above, or below your blood glucose target range.

NOTE

•  You must be the only user of the meter, because the diary data will be incorrect if the meter is 
shared.

• Blood glucose and bG are interchangeable and mean the same thing.
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4
Storing Test Results

The meter automatically stores up to 1,000 diary records with the time and date. You can review up to 250 
diary records on the meter or up to 1,000 diary records using a computer with compatible software. Diary 
records are stored from the newest to the oldest. It is very important to have the correct time and date set. 
Having the correct time and date setting helps ensure accurate interpretation of blood glucose test results by 
you and your healthcare professional.

Each diary record can contain:
• Date and time
• Blood glucose test result
• Meal time (events)
• Carbs
• Health event
• Bolus type
• Bolus amount

You can display filtered diary data in graphical or table format.
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NOTE

•  Do not change your therapy based on one individual record or test result in the diary.
•  This chapter shows sample screens. The screens may look slightly different from the screens on the 

meter. If you have any questions about the meter screens, contact ACCU-CHEK Customer Care Service 
Center at 1-800-688-4578.

•  The information in the diary is saved when you replace the batteries. You need to check the time and 
date after you replace the batteries. For more information on changing the batteries, see Chapter 8, 
Maintenance.

•  Once 1,000 records are in the diary memory, adding a new record causes the oldest diary record to 
be deleted.

• The control results are stored in memory, but cannot be reviewed on the meter.
•  Before reviewing diary records or control results with software, the stored diary records must first be 

downloaded to a compatible software application. For product availability, please contact ACCU-CHEK 
Customer Care Service Center at 1-800-688-4578. 

• Control results are not used in any report or graph.
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4

4.2 Viewing or Modifying Your Data
The View Data screen displays the following information:

Date of Record(s)

Time of Blood 
Glucose Test

Blood Glucose Test 
Icon

Meal Time Icon

Carbs Icon

Unit of Measure

Blood Glucose Test Result

Appropriate Bolus Icon

Select View
Change meter display between blood 
glucose, bolus, and carbs views.

Health Event Icon
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NOTE

•  If data are not available, the No Data Available screen is displayed.

•  The View Data screen displays the records in the order in which they occurred with the most recent 
record shown on top.

• For the blood glucose test result:

• “HI” is displayed if the test result is above the measurement range.

• “LO” is displayed if the test result is below the measurement range.

• The blood glucose test result is blank if a blood glucose test value does not exist.
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Refer to the following for icon descriptions:
Icon Icon Name Description

bG Test Icon is displayed when information exists for this diary 
record regarding a blood glucose test.

Meal Time Icon is displayed when information exists for this diary 
record regarding meal time.

Carbs Icon is displayed when information exists for this diary 
record regarding carbs.

Health Event Icon is displayed when information exists for this diary 
record regarding health events.

Standard Bolus Not Confirmed Delivery has not been confirmed by the pump.

Standard Bolus Confirmed Delivery has been confirmed by the pump.

Multiwave Bolus Not Confirmed Delivery has not been confirmed by the pump.

Multiwave Bolus Confirmed Delivery has been confirmed by the pump.

Extended Bolus Not Confirmed Delivery has not been confirmed by the pump.
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Icon Icon Name Description

Extended Bolus Confirmed Delivery has been confirmed by the pump.

Manual Pump Delivery has not been confirmed by the pump.

Pen/Syringe Bolus Pump does not deliver bolus.
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You can view a diary record with its attributes (blood glucose value, meal time, carbs, health event, and bolus).

Main Menu > My Data > View Data

1.

j  From the Main Menu, select 
My Data and press =.

2.

j  Select View Data and press 
=.
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3.

j  Shown above are View Data screens that display values for blood glucose, bolus, or carbs. To choose 
another view, press . (a pop-up menu appears). Select the view you want and press =.
j  Press x or z to view other records (the screen scrolls if there are additional records).
j  To view or modify a record’s details, select the record and press =.

Blood Glucose View: Bolus View: Carbs View:
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4
4.

j  Press < to view the previous 
record or press > to view the 
next (newer) record. 

To return to the previous 
screen, select Back.

or 

To modify a diary record, 
select Modify and continue to 
the next step.

5.

j  Select the entry field to modify 
and press =.
j   Make the change in the entry 

field and press =.
j  Modify other fields, as needed.
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To save the changes and 
return to the View Detail 
screen, select Save.

NOTE

To cancel changes or return to the View Detail screen, select 
Cancel.
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The following fields cannot be modified with the specified condition:

Fields Cannot be modified if the …

Bolus Bolus type is confirmed standard, extended, or multiwave

Bolus Blood glucose test result was below the hypo warning limit

Meal Time Record has no blood glucose value

Meal Time, Carbs, Health Event, 
and Bolus 

Record has been used for bolus advice
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You can add data to a diary record for carbs, health, and bolus. The Add Data screen displays the following 
information:

4.3 Adding New Data

Time Entry Field

Date Entry Field

Carbs Entry Field

Health Entry Field

Bolus Entry Field

Save
Appears once data has been 
entered to an entry field
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Main Menu > My Data > Add Data

1.

j  From the Main Menu, select 
My Data and press =.

2. 3.

j  Select Add Data and press =. j  Select an entry field and press 
=.
j  Make addition in the entry field 

and press =.
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j  Make additions to other entry 
fields, as needed.

To save the changes and 
return to the My Data screen, 
select Save.

NOTE

•  The meter initially displays the current date and the current time. 
You can change the date and time when adding a diary record, 
although the date and time cannot be set in the future.

•  Before a diary record can be saved, data must be entered (not 
including date and time). “Save” is not displayed above . until 
data has been entered.

•  To cancel changes and return to the My Data screen, select 
Cancel.
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4

4.4 Reporting Your Data
Time Range

Meal Times

Blood Glucose Standard 
Deviation 
Calculated for the time range 

Number of Tests
Used to calculate the averages 
and standard deviations

Blood Glucose Average
Calculated for the time range
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NOTE

•  If data are not available to calculate averages, the No Data Available screen is displayed.

•  Standard deviation measures how much the blood glucose test results are scattered around the 
blood glucose average. A low standard deviation means the blood glucose test results are tightly 
clustered around the blood glucose average; a high standard deviation means the blood glucose test 
results are widely scattered around the blood glucose average.

• Calculations do not include corrupt results, control results, or HI and LO results.
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Reporting Your Blood Glucose Averages
The meter displays your blood glucose averages and standard deviations for the time range you choose (7, 
14, 30, 60, or 90 days).

Main Menu > My Data > Reports > bG Averages

1.

j  From the Main Menu, select 
My Data and press =.

2.

j  Select Reports and press =.

3.

j  Select bG Averages and press 
=.
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4.

The blood glucose averages are 
displayed.
j  To display blood glucose 

averages for another time 
range (last 7, 14, 30, 60, or 
90 days), press either < or > 
to scroll the screen until you 
reach the time range you need.

To return to the Reports 
screen, select Back.
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Reporting Your Data Trends
The meter displays your blood glucose record trends for the time range you choose (last 8 hours, 24 hours, 
48 hours, or 7 days).

Main Menu > My Data > Reports > Trend

1.

j  From the Main Menu, select 
My Data and press =.

2.

j  Select Reports and press =.

3.

j  Select Trend and press =.
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Trend Graph Screen

Time Range

Meal Time Selection

Blood Glucose Unit  
of Measure

Blood Glucose Icon

Times or Days of 
Month

Bolus Icon

Bolus Unit of Measure

Maximum Bolus Amount Indicator

Maximum Carbs Amount Indicator

Carbs Unit of Measure

Carbs Icon

Arrow
Indicates blood glucose data 
extends beyond screen

Each Blood Glucose Value
Connected with lines

Warning Limit Hypo Level
Red horizontal line

Bolus Value
Blue bar: height shown is in relation 
to the bolus insulin amount

Carb Value
Dark orange bar: height shown is in 
relation to the carbs amount

Time Change Icon
Only shown when meter time has 
been changed for this data
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Follow these tips to get the most value from My Data reports:
•  If you delivered a bolus directly on the pump, go to My Data on the meter to receive the bolus information 

automatically. Do this before your next blood glucose test.

•  Replace the batteries when the Low Battery icon appears. This maintains the communication between 
meter and pump.
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NOTE

•  If data are not available to display the trend graph, the No Data Available screen is displayed.
• Trend graphs do not include corrupt results or control results.
•  If  (time change icon) is shown at the bottom of the Trend Graph screen, the time and date of one or more 

data points in the trend graph may not match the time stamp in My Data because the meter clock has been 
changed. All times in the trend graph show the data relative to the current meter time.
For example:

1. You take a bG test and the value is stored in the meter at 9:00 am.
2. The meter time is changed ahead 1 hour.
3. The bG data on the trend graph is shown at 10:00 am.

• Trend graph data is cleared if bolus advice data is cleared.
•  On the right side of the graph, the Maximum Bolus Amount Indicator is a horizontal line with the 

corresponding value shown above it. The purpose of this indicator is to scale the top portion of the graph for 
the Bolus Value blue bars. The Maximum Bolus Amount Indicator values available on the meter are 1, 5, 15, 
30, and 60 U. The indicator displayed is based on the single largest bolus insulin amount delivered for the 
time range chosen. For example, if the largest bolus delivered during the chosen time range is 8 U, then the 
meter will scale the upper graph to be between 0 and 15 U.

•  On the right side of the graph, the Maximum Carbs Amount Indicator is a horizontal line with the 
corresponding value shown below it. The purpose of this indicator is to scale the bottom portion of the graph 
for the Carb Value dark orange bars. The Maximum Carbs Amount Indicator values available on the meter are 
30, 60, 120, 180, and 240 g, or the equivalent scale for BE, KE, or CC. The indicator displayed is based on 
the single largest carbs amount for the time range chosen. For example, if the largest carbs amount for the 
chosen time range is 86 g, then the meter will scale the lower graph to be between 0 and 120 g.

• Select Table to change the display to the Table View. The time range remains the same.
• The displayed insulin only includes bolus values.
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1.

j  To display a trend graph for 
another time range (last 8 
hours, 24 hours, 48 hours, or 
7 days), press x to highlight 
the time range selection field 
(top of screen). Press either < 
or > until you reach the time 
range you need.

2.
j  To display a trend graph for 

another meal time selection 
(Overall, Pre Meal, Post Meal, 
Bedtime, or Other), press 
either x or z to highlight 
the meal time selection field 
(immediately below the time 
range which is at the top of 
the screen). Press either < or > 
until you reach the meal time 
selection you need.

Trend Graph

3.
j  Press . to display the Table 

(proceed to the next section 
for more information).

To return to the Reports 
screen, select Back.
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NOTE

The meter saves the current settings (time range, meal time, and graph view) when you select Back or 
when the meter powers off.
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Trend Table Screen

Time Range

Meal Time Selection

Date of Records

Blood Glucose Icon 
with Blood Glucose 
Unit of Measure

Time Change Icon
Only shown when meter 
time has been changed for 
this data

Carbs Icon with Carbs Unit of 
Measure

Bolus Icon with the Bolus Unit 
of Measure

51450_00048010155_B.indb   105 8/7/12   11:38 AM652

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



106

NOTE

• If data are not available to display the trend table, the No Data Available screen is displayed.
• Trend tables do not include corrupt results or control results.
•  If  (time change icon) is shown at the bottom of the Trend Table screen, the time and date of one 

or more data points in the trend table may not match the time stamp in My Data because the meter 
clock has been changed. All times in the trend table show the data relative to the current meter time.
For example:

1. You take a bG test and the value is stored in the meter at 9:00 am.
2. The meter time is changed ahead 1 hour.
3. The bG data on the trend table is shown at 10:00 am.

• Trend table data is cleared if bolus advice data is cleared.
•  For a given record, if the blood glucose value, carb value, or bolus value is empty, the corresponding 

field is blank.
• The most recent record is displayed first.
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1.

j  When there are multiple 
records, press x or z to view 
other records.

2.
j  To display a trend table for 

another time range (last 8 
hours, 24 hours, 48 hours, or 7 
days), press x to highlight the 
time range selection field (top 
of screen). Press either < or > 
until you reach the time range 
you need.

3.
j  To display a trend table for 

another meal time selection 
(Overall, Pre Meal, Post Meal, 
Bedtime, or Other), press 
either x or z to highlight 
the meal time selection field 
(immediately below the time 
range which is at the top of 
the screen). Press either < or > 
until you reach the meal time 
selection you need.

Trend Table
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4.
j  Press . to display the Graph 

(see previous section for more 
information).

To return to the Reports 
screen, select Back.

NOTE

The meter saves the current settings (time range, meal time, and 
table view) when you select Back or when the meter powers off.
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4
Reporting Your Standard Day
The meter displays (for a standard day) your blood glucose averages, number of tests, and standard 
deviations within predetermined time blocks for the time range you choose (last 7, 14, 30, 60, or 90 days).

Main Menu > My Data > Reports > Standard Day

1.

j  From the Main Menu, select 
My Data and press =.

2.

j  Select Reports and press =.

3.

j  Select Standard Day and press 
=.
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Standard Day Graph Screen

Time Range

Meal Time Selection

Blood Glucose Unit  
of Measure

Blood Glucose Icon

Time of Day

Warning Limit Hypo Level
Red horizontal line

Arrow
Indicates blood glucose 
average is off the top of the 
graph (“X” is not displayed)

Ending Time of Each Time 
Block
Vertical dashed line

Box for Each Time Block
•  “X” in center of box indicates the 

average of all blood glucose test 
results for the selected criteria.

•  The top of the box indicates 1 
standard deviation above the 
average and the bottom of the 
box indicates 1 standard deviation 
below the average. The box is 
not displayed if there are not 
enough data to determine standard 
deviation.

•  The top of box is open if the 
standard deviation is off the top of 
the graph.

•  Box and “X” are not displayed for a 
time block if no data are found.
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4
NOTE

• If data are not available to display the standard day graph, the No Data Available screen is displayed.
• The standard day graph does not include corrupt results, control results, HI values, or LO values.
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1.

j  To display a standard day 
graph for another time range 
(last 7, 14, 30, 60, or 90 days), 
press x to highlight the time 
range selection field (top of 
screen). Press either < or > 
until you reach the time range 
you need.

2.
j  To display a standard day 

graph for another meal 
time selection (Overall, Pre 
Meal, Post Meal, Bedtime, 
or Other), press either x or 
z to highlight the meal time 
selection field (immediately 
below the time range which is 
at the top of the screen). Press 
either < or > until you reach 
the meal time selection you 
need.

Standard Day Graph

3.
j  Press . to display the Table 

(proceed to the next section for 
more information).

To return to the Reports screen, 
select Back.
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4
NOTE

The meter saves the current settings (time range, meal time, and graph view) when you select Back or 
when the meter powers off.
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Standard Day Table Screen

Time Range

Meal Time Selection

Time Block

Blood Glucose Average

Standard Deviation (SD)

Number of Tests
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4
NOTE

• If data are not available to display the standard day table, the No Data Available screen is displayed.
• Standard day table calculations do not include corrupt results, control results, or HI and LO results.
•  For a standard deviation to be displayed for a given time block, there must have been two or more 

tests recorded during the time block.
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1.

j  Press x or z to scroll screen.

2.
j  To display a standard day table 

for another time range (last 7, 
14, 30, 60, or 90 days), press 
x to highlight the time range 
selection field (top of screen). 
Press either < or > until you 
reach the time range you need.

3.
  To display a standard day table 
for another meal time selection 
(Overall, Pre Meal, Post Meal, 
Bedtime, or Other), press either 
x or z to highlight the meal 
time selection field (immediately 
below the time range which is 
at the top of the screen). Press 
either < or > until you reach the 
meal time selection you need.

Standard Day Table
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4
4.
j  Press . to display the Graph 

(see previous section for more 
information).

To return to the Reports screen, 
select Back.

NOTE

The meter saves the current settings (time range, meal time, and 
table view) when you select Back or when the meter powers off.
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Reporting Your Standard Week
The meter displays (for a standard week) your blood glucose averages, number of tests, and standard 
deviations for each day of the week for the time range you choose (last 7, 14, 30, 60, or 90 days).

Main Menu > My Data > Reports > Standard Week

1.

j  From the Main Menu, select 
My Data and press =.

2.

j  Select Reports and press =.

3.

j  Select Standard Week and 
press =.

51450_00048010155_B.indb   118 8/7/12   11:38 AM665

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



119

4
Standard Week Graph Screen

Time Range

Meal Time Selection

Blood Glucose Unit  
of Measure

Blood Glucose Icon

Day of Week

Arrow
Indicates blood glucose average is off the 
top of the graph (“X” is not displayed)

Box for Each Time Block
•  “X” in center of box indicates the average 

of all blood glucose test results for the 
selected criteria.

•  The top of the box indicates 1 standard 
deviation above the average and the 
bottom of the box indicates 1 standard 
deviation below the average. The box is 
not displayed if there are not enough data 
to determine standard deviation.

•  The top of box is open if the standard 
deviation is off the top of the graph.

•  Box and “X” are not displayed for a day if 
no data are found.

Warning Limit Hypo Level
Red horizontal line
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NOTE

•  If data are not available to display the standard week graph, the No Data Available screen is 
displayed.

• The standard week graph does not include corrupt results, control results, HI values, or LO values.
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4

1.

j  To display a standard week 
graph for another time range 
(last 7, 14, 30, 60, or 90 days), 
press x to highlight the time 
range selection field (top of 
screen). Press either < or > 
until you reach the time range 
you need. 

2.
j  To display a standard week 

graph for another meal 
time selection (Overall, Pre 
Meal, Post Meal, Bedtime, 
or Other), press either x or 
z to highlight the meal time 
selection field (immediately 
below the time range which is 
at the top of the screen). Press 
either < or > until you reach 
the meal time selection you 
need.

Standard Week Graph

3.
j  Press . to display the Table 

(proceed to the next section for 
more information).

To return to the Reports 
screen, select Back.
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NOTE

The meter saves the current settings (time range, meal time, and graph view) when you select Back or 
when the meter powers off.
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4
Standard Week Table Screen

Time Range

Meal Time Selection

Day of Week

Blood Glucose Average

Standard Deviation (SD)

Number of Tests

NOTE

• If data are not available to display the standard week table, the No Data Available screen is displayed.
• Standard week table calculations do not include corrupt results, control results, or HI and LO results.
•  For a standard deviation to be displayed for a given day of the week, there must have been two or 

more tests recorded during the day.
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1.

j  Press x or z to scroll screen.

2.
j  To display a standard week 

table for another time range 
(last 7, 14, 30, 60, or 90 days), 
select the time range selection 
field (top of screen). Press 
either < or > until you reach 
the time range you need.

3.
  To display a standard week 
graph for another meal time 
selection (Overall, Pre Meal, 
Post Meal, Bedtime, or Other), 
press either x or z to highlight 
the meal time selection field 
(immediately below the time 
range which is at the top of 
the screen). Press either < or > 
until you reach the meal time 
selection you need.

Standard Week Table
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4
4.
j  Press . to display the Graph 

(see previous section for more 
information).

To return to the Reports 
screen, select Back.

NOTE

The meter saves the current settings (time range, meal time, and 
table view) when you select Back or when the meter powers off.
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Reporting Your Target
The meter displays a pie chart illustrating your blood glucose records as “Above,” “Within,” “Below,” and 
“Hypo” for the time range you choose (last 7, 14, 30, 60, or 90 days).

Main Menu > My Data > Reports > Target

1.

j  From the Main Menu, select 
My Data and press =.

2.

j  Select Reports and press =.

3.

j  Select Target and press =.
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4
Target Graph Screen

Time Range

Legend
Blood glucose test result 
categories

Meal Time Selection

Pie Chart
Represents the percentages for the 
blood glucose test result categories

NOTE

• If data are not available to display the target graph, the No Data Available screen is displayed.
• The target graph does not include corrupt results, control results, or HI and LO results.
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1.

j  To display a target graph for 
another time range (last 7, 14, 
30, 60, or 90 days), select the 
time range selection field (top 
of screen). Press either < or > 
until you reach the time range 
you need.

2.
  To display a target graph for 
another meal time selection 
(Overall, Pre Meal, Post Meal, 
Bedtime, or Other), press 
either x or z to highlight 
the meal time selection field 
(immediately below the time 
range which is at the top of 
the screen). Press either < or > 
until you reach the meal time 
selection you need.

3.
j  Press . to display the Table 

(proceed to the next section for 
more information).

To return to the Reports 
screen, select Back.

Target Graph
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4
NOTE

The meter saves the current settings (time range, meal time, and graph view) when you select Back or 
when the meter powers off.

51450_00048010155_B.indb   129 8/7/12   11:38 AM676

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



130

Target Table Screen

Time Range

Legend
Blood glucose test result 
categories

Meal Time Selection

Percentage of Occurrence

NOTE

•  If results or data are not available for the selected time period and meal time, the No Data Available 
screen is displayed.

• The target table does not include corrupt results, control results, or HI and LO results.
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4

1.

j  To display a target table for 
another time range (last 7, 14, 
30, 60, or 90 days), select the 
time range selection field (top 
of screen). Press either < or > 
until you reach the time range 
you need.

2.
  To display a target table for 
another meal time selection 
(Overall, Pre Meal, Post Meal, 
Bedtime, or Other), press either  
or  to highlight the meal time 
selection field (immediately 
below the time range which is 
at the top of the screen). Press 
either  or  until you reach the 
meal time selection you need.

3.
j  Press . to display the Target 

Graph (see previous section for 
more information).

To return to the Reports 
screen, select Back.

Target Table
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NOTE

The meter saves the current settings (time range, meal time, and table view) when you select Back or 
when the meter powers off.
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4

4.5 Downloading Your Data to a Computer
You can transfer your stored results to a computer to track, identify patterns, and print. 

1.
j  Install the software according 

to the instructions.
j  Connect the computer cable 

according to the instructions. 

2.
j  Run the software program and 

follow the instructions about 
how to download information. 
Ensure the software is ready to 
accept data from the meter.

3.

j  From the Main Menu, select 
My Data and press =.
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4. 5.

j  Select Data Transfer and press 
=.

Infrared (IR) Window

j  Locate the infrared (IR) window 
on the top of the meter. 
j  Locate the IR window on the 

computer’s infrared cable.
j  Point the two IR windows 

toward each other. They should 
be 1 to 4 inches apart.

6.

j  Follow the prompts on your 
computer software to start the 
data transfer.
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4
7.

j  Once the data transfer is 
complete, the Data Transfer 
Complete screen is displayed 
for 3 seconds and then the 
meter turns off.

NOTE

If the data did not transfer successfully, turn off the meter, turn the 
meter back on, and try again. If you still have problems, contact 
ACCU-CHEK Customer Care Service Center at 1-800-688-4578.
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5

5  Changing Meter Settings
5.1 Overview 138
5.2  Setting bG Test Reminders: After High bG, After Low bG, After Meal 139
5.3 Setting Alarm Clock Reminders: bG Test, Other 144
5.4  Setting Date Reminders: Dr. Visit, Lab Test, Infusion Set Change 147
5.5  Setting Bolus Advice for the First Time 152
5.6  Setting Time Blocks, Health Events, Advice Options: Bolus Advice Set Up 161
5.7 Setting Warning Limits: Hyper, Hypo 170
5.8 Turning Key Lock On or Off 173
5.9 Setting the Language 176
5.10 Setting Units: Carbs 179
5.11 Turning Bluetooth® Wireless Technology On or Off 182
5.12 Pairing the Meter and Pump 184
5.13 Setting the Beeper, Vibrate, Key Sound 185
5.14 Setting the Time Format, Time, Date 188
5.15 Setting Time Blocks: Bolus Advice Not Set Up 191
5.16 Backlight Settings  199
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5.1 Overview
You have the flexibility to change the ACCU-CHEK Aviva Combo meter settings that you initially selected 
during the Setup Wizard process. You can make adjustments to the meter settings in order to meet changing 
conditions. Consult with your healthcare professional to ensure the appropriate settings are selected.

Settings: Important Information

•  When editing a setting, any unsaved changes are discarded if the meter turns off or if a test strip is inserted 
into the meter.

• It is important to ensure that the time and date are correctly set in order to create accurate diary records.

•  If you change the pump time and date, the meter time and date will automatically synchronize to match the 
pump.

NOTE

 Blood glucose and bG are interchangeable and mean the same thing.
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5

5.2  Setting bG Test Reminders: After High bG, After Low bG, 
After Meal

bG Test Reminders: Important Information
•  At the scheduled time, the meter turns on and displays the reminder (if a test strip has not been inserted). 

However, if the meter is already on when the reminder is scheduled and no blood glucose test was 
performed, the reminder is displayed when the meter powers down.

• Dismiss the reminder by pressing ..

•  Reschedule (snooze) the reminder by pressing ,. The snooze time for After High bG is 15 minutes. 
The snooze time for After Low bG and After Meal is 5 minutes.

•  If not dismissed or snoozed, the reminder is displayed a total of four times at intervals of 2 minutes, 
after which the meter dismisses the reminder.

•  When you perform a blood glucose test, the meter dismisses any bG test reminders which are pending 
within the next 30 minutes. If necessary, a new reminder is scheduled based upon the blood glucose test 
result.

• For more information, see Chapter 6, Icons, Reminders, Warnings, and Errors.
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Main Menu > Settings > Reminders > bG Test Reminders

1.

j  From the Main Menu, select 
Settings and press =.

2. 3.

j  Select Reminders and press 
=.

j  Select bG Test Reminders and 
press =.
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5
4.

j  Select either After High bG, 
After Low bG, or After Meal 
and press =.
j  Proceed to either After High 

bG, After Low bG, or After Meal 
in this step.

To Turn the After High bG 
Reminder On or Off: 
j  Select the Reminder entry field 

and press =. 
j  Select On or Off and press =.

To Change the bG Threshold: 
j  Select the bG Threshold entry 

field and press =.
j  Set the bG Threshold level and 

press =.

To Change the Remind After 
Time: 
j  Select the Remind After entry 

field and press =. 
j  Set the amount of time after a 

high blood glucose test result 
you want to be reminded to 
retest your blood glucose and 
press =.

To save the changes and 
return to the bG Test 
Reminders screen, select 
Save.
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To Turn the After Low bG 
Reminder On or Off: 
j  Select the Reminder entry field 

and press =. 
j  Select On or Off and press =.

To Change the bG Threshold: 
j  Select the bG Threshold entry 

field and press =.
j  Set the bG Threshold level and 

press =.

To Turn the After Meal 
Reminder On or Off:  
j  Select the Reminder entry field 

and press =. 
j  Select On or Off and press =.

To Change the Snack Size:
j  Select the Snack Size entry 

field and press =.
j  Set the Snack Size amount 

and press =.

To Change the Remind After 
Time:
j  Select the Remind After entry 

field and press =. 

To Change the Remind After 
Time: 
j  Select the Remind After entry 

field and press =.
j  Set the amount of time after a 

low blood glucose test result 
you want to be reminded to 
retest your blood glucose and 
press =.

To save the changes and 
return to the bG Test 
Reminders screen, select 
Save.
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j  Set the amount of time after 
a meal (carb entry larger than 
the snack size) you want to be 
reminded to retest your blood 
glucose and press =.

To save the changes, select 
Save. 

If you did not change the Snack 
Size, the meter returns to the bG 
Test Reminders screen.

NOTE

•  Remind After is displayed 
as “HH:MM” (e.g., 1:30) 
where “H” is hour and “M” 
is minute.

•  When the meter is 
displaying the Remind After 
Meal screen for the first 
time, if bolus advice has 
not been set up, the default 
for Snack Size is no entry 
(“---g”). If bolus advice has 
been set up, the default 
value is the value set for the 
Snack Size on the Advice 
Options screen.

•  To cancel changes or to 
return to the previous 
screen, select Cancel..

If you changed the Snack 
Size, the After Meal screen is 
displayed.
j  Select OK to return to the bG 

Test Reminders screen.
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5.3 Setting Alarm Clock Reminders: bG Test, Other
Alarm clock reminders are a helpful way to remind you to test your blood glucose, or for any other daily 
appointment. You can set up to eight reminders per day.

Alarm Clock Reminders: Important Information

•  At the scheduled time, the meter turns on and displays the reminder (if a test strip has not been inserted). 
However, if the meter is already on when the reminder is scheduled (and no blood glucose test was 
performed for an Alarm Clock bG Test Reminder), the reminder is displayed when the meter powers down.

•  Alarm Clock bG Test: Dismiss the reminder by pressing .. Reschedule (snooze) the reminder for 15 
minutes by pressing ,.

•  Alarm Clock Other: Dismiss the reminder either by pressing . or by inserting a test strip. 
Reschedule (snooze) the reminder for 15 minutes by pressing ,.

•  If not dismissed or snoozed, the reminder is displayed a total of four times at intervals of 2 minutes, 
after which the meter dismisses the reminder.

•  When you perform a blood glucose test, the meter dismisses Alarm Clock bG Test reminders which are 
pending within the next 30 minutes.

• For more information, see Chapter 6, Icons, Reminders, Warnings, and Errors.
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Main Menu > Settings > Reminders > Alarm Clock

1.

j  From the Main Menu, select 
Settings and press =.

2.

j  Select Reminders and press 
=.

3.

j  Select Alarm Clock and press 
=.
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To Turn On or Change a 
Reminder:
j  Select the time entry field for a 

Reminder and press =.
j  Set the time to schedule the 

Reminder and press =.
j  Press =. Select the type 

of Reminder (i.e., bG Test or 
Other) and press =.
j  Repeat the above steps to set 

additional reminders.

To Turn Off a Reminder:
j  Select the type of Reminder 

entry field (i.e., bG Test or 

Other) and press =.
j  Select Off and press =.
j  Repeat the above steps to turn 

off additional reminders.

To save the changes and 
return to the Reminders 
screen, select Save.

NOTE

•  To cancel changes or return 
to the Reminders screen, 
select Cancel.

•  Time for the Alarm Clock 
reminders can be set in 
15-minute increments, 
where “HH” is hour, “MM” 
is minutes, and with “am” 
or “pm” for the 12-hour 
format. 

•  If you tested within 30 
minutes of a bG Test 
Reminder, the reminder 
does not occur.

•  Exposure to extreme cold 
conditions may disable 
Alarm Clock reminders until 
the meter is turned on.

4.
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5

5.4  Setting Date Reminders: Dr. Visit, Lab Test, Infusion Set 
Change

Date reminders are a helpful way to remind you of an upcoming Dr. visit or lab test. In addition, you can set 
up an ongoing reminder for an infusion set change for the interval you choose (1 day, 2 days, or 3 days).

Date Reminders: Important Information

• Displayed when you turn on the meter and a test strip has not been inserted.

• Dismiss the reminder either by pressing . or by inserting a test strip.

• For more information, see Chapter 6, Icons, Reminders, Warnings, and Errors.
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Main Menu > Settings > Reminders > Date Reminders

1.

j  From the Main Menu, select 
Settings and press =.

2. 3.

j  Select Reminders and press 
=.

j  Select Date Reminders and 
press =.
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j  Select either Dr. Visit, Lab Test, 
or Infusion Set Change and 
press =.
j  Proceed to either Dr. Visit, Lab 

Test, or Infusion Set Change in 
this step.

4.

To Turn the Dr. Visit Reminder 
On or Off:
j  Select the Reminder entry field 

and press =. 
j  Select On or Off and press =.

To Set the Date:
j  Select the Date entry field and 

press =. 
j  Set the Day and press =. 
j  Set the Month and press =. 
j  Set the Year and press =.

To Set the Time (Optional):
j  Select the Time entry field and 

press =.
j  Set the Time and press =.

To save the changes and 
return to the Date Reminders 
screen, select Save.
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To Turn the Lab Test 
Reminder On or Off:
j  Select the Reminder entry field 

and press =. 
j  Select On or Off and press =.

To Set the Date:
j  Select the Date entry field and 

press =. 
j  Set the Day and press =. 
j  Set the Month and press =. 
j  Set the Year and press =.

To Turn the Infusion Set 
Change Reminder On or Off:
j  Select the Reminder entry field 

and press =. 
j  Select On or Off and press =.

To Set the Interval:
j  Select the Interval entry field 

and press =. 
j  Select the Interval (1 day, 2 

days, or 3 days) and press =. 

To Set the Time (Optional):
j  Select the Time entry field and 

press =.
j  Set the Time and press =.

To save the changes and 
return to the Date Reminders 
screen, select Save. 
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To save the changes and 
return to the Date Reminders 
screen, select Save. 

NOTE

•  Setting a time for a Date Reminder is optional. If you choose 
not to set a time, ensure the Time entry field value is “--:--” 
(no entry). 

•  To cancel changes or to return to the Date Reminders screen, 
select Cancel.

•  Time for the Dr. Visit Reminder and the Lab Test Reminder can 
be set in 15-minute increments, where “HH” is hour, “MM” is 
minutes, and with “am” or “pm” for the 12-hour format.

•  Date Reminders do not automatically turn on the meter and 
display the Reminder. Date Reminders only occur when you 
power on the meter on the appropriate date. 
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5.5  Setting Bolus Advice for the First Time
Set Up Bolus Advice
If you did not set up bolus advice when you went through the Setup Wizard and have now decided to utilize 
bolus advice, proceed with this section. Once you do set up bolus advice, you cannot turn it off.

It is suggested that you review the information in the Getting Started Guide before continuing. Prior to 
setting up time blocks for bolus advice, it is recommended that you decide how many time blocks you 
need and also determine the start/end times. Talk to your healthcare professional about arranging your 
time blocks to help best manage your diabetes. For each time block, you can set up different blood glucose 
target ranges, carb ratios, and insulin sensitivities to accommodate your differing insulin needs throughout 
the day.
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Time Block Start Time

Target Range Lower 
Limit Value

Carb Ratio–Number of 
Insulin Units

Time Block End Time

Target Range Upper Limit Value

Carb Ratio–Number of Carbs

Insulin Sensitivity–
Number of Insulin Units

Scroll Bar 

Insulin Sensitivity–Change in 
Glucose Level

Time Blocks–Bolus Advice Screen

scroll down
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3.

Main Menu > Settings > Bolus Advice

1. 2.

j  From the Main Menu, select 
Settings and press =.

j  If you do NOT want to set up 
bolus advice, select No to 
return to the Settings screen. 
j  To set up bolus advice, select 

Yes and continue to the next 
step.

j  Select Bolus Advice and press 
=.
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5
4.

j  To continue, select Next.

5.

To Change Time Blocks:
j  Select a time block to edit and 

press =.

scroll down

To Change the End Time:
j  Select the End Time entry field 

and press =.
j  Set the End Time and press 
=.
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To Change the Target Range:
j  Select the entry field for the 

lower value of the Target 
Range and press =.
j  Set the value and press =.
j  Select the entry field for the 

upper value of the Target 
Range and press =.
j  Set the value and press =.

To Change the Carb Ratio:
j  Select the entry field for the 

number of Insulin Units and 
press =.
j  Set the number of Insulin Units 

and press =.
j  Select the entry field for the 

amount of Carbs and press 
=.
j  Set the amount of Carbs 

covered by the number of 
Insulin Units and press =.

To Change the Insulin 
Sensitivity:
j  Select the entry field for the 

number of Insulin Units and 
press =.
j  Set the number of Insulin Units 

and press =.
j  Select the entry field for the 

Insulin Sensitivity level and 
press =.
j  Set the Insulin Sensitivity level 

and press =.
j  Select Save.

6.

The carb ratio and insulin 
sensitivity are copied to all time 
blocks. You may edit the target 
range, carb ratio, and insulin 
sensitivity for any other time 
block, if necessary.
j  Select OK.
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5
7.

j  Return to Step 5 to change 
another Time Block.
j  Continue in order to add 

or remove Time Blocks, 
otherwise select Next and 
proceed to Step 8. 

To Add a Time Block:
j  Select the last time block and 

press =.

j  Select the End Time entry field 
and press =.
j  Set the End Time of the 

selected time block and press 
=. This will be the start time 
of the added time block.
j  To save the changes and 

return to the Time Blocks 
screen, select Save.
j  Add another Time Block, or 

proceed to Step 8.

To Remove a Time Block:
j  Select the Time Block you 

want to remove and press =.
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j  Select the End Time entry field 
and press =.
j  Set the End Time to match the 

start time of the Time Block 
and press =.
j  To save the changes and 

return to the Time Blocks 
screen, select Save.
j  Remove another Time Block, or 

proceed to Step 8.

8. 9.

To Change the Health Events:
j  Select the entry field of the 

Health Event to be changed 
and press =.
j  Set the percentage and press 
=.
j  Repeat the previous steps to 

change another Health Event.
j  To continue, select Next.

To Change the Meal Rise:
j  Select the Meal Rise entry field 

and press =. 
j  Set the Meal Rise limit and 

press =. 

To Change the Snack Size:
j  Select the Snack Size entry 

field and press =.
j  Set the Snack Size amount 

and press =.

To Change the Acting Time:
j  Select the Acting Time entry 

field and press =. 
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5
11.10.

j  To return to the Settings 
screen, select Back. 

j  Set the Acting Time duration 
and press =.

To Change the Offset Time:
j  Select the Offset Time entry 

field and press =. 
j  Set the Offset Time duration 

and press =.

To save the changes and exit, 
select Save. 

j Select OK.
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Bolus Advice Options
Meal Rise, Snack Size, Acting Time, and Offset Time are Bolus Advice Options. Below are detailed 
descriptions of each of these settings.

Meal Rise
During or after meals, an increase in blood glucose levels is considered normal within a certain range, even 
though a meal bolus has been delivered. Enter the maximum increase in your blood glucose test result that 
is to be tolerated without an additional correction bolus.

Snack Size
The snack size is the amount of carbohydrates that is not to be counted as a regular meal with the expected 
meal rise. In this case (in contrast to regular meals), an increase in your blood glucose test result is not 
tolerated since the meal rise factor is not triggered for bolus advice calculations.

Acting Time
The acting time is the period of time from the start of the meal rise or the delivery of a correction bolus until 
your blood glucose level is expected to return to the target level. You can adjust the length of the acting time 
to your individual needs, within a specified time interval (1½ hours to 8 hours).

Offset Time
Offset time takes into account the expected delay for the blood glucose level to actually fall during the 
acting time of insulin in the body. 
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5

5.6  Setting Time Blocks, Health Events, Advice Options: Bolus 
Advice Set Up

If bolus advice has been set up, use this section for:

• Adding or removing time blocks

• Changing the time of day when time blocks occur

• Changing the values for target range, carb ratio, and insulin sensitivity for any time block

• Changing health event percentages

• Changing advice options (meal rise, snack size, acting time, offset time)

Before continuing, it is recommended that you review the Getting Started Guide, determine how many time 
blocks you need, and determine the start/end times for each time block. To help best manage your diabetes, 
talk to your healthcare professional about arranging your time blocks, including setting up different blood 
glucose target ranges, carb ratios, and insulin sensitivities for each time block.
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Setting Time Blocks–Bolus Advice is Set Up
Main Menu > Settings > Bolus Advice > Time Blocks

1. 2.

j  From the Main Menu, select 
Settings and press =.

3.

j  Select Bolus Advice and press 
=.

j  Select Time Blocks and press 
=.
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5
4.

To Add or Remove Time 
Blocks:
If you do not need to add or 
remove time blocks, then 
proceed to To Change the Time 
Blocks.

To Add a Time Block:
j  Select the last time block and 

press =.

j  Select the End Time entry field 
and press =.
j  Set the End Time of the 

selected Time Block and press 
=. This will be the start time 
of the added time block.
j  To save the changes and 

return to the Time Blocks 
screen, select Save.

j  Proceed to To Change the 
Time Blocks.

To Remove a Time Block:
j  Select the Time Block you 

want to remove and press =.

j  Select the End Time entry field 
and press =.
j  Set the End Time to match the 

start time of the Time Block 
and press =.
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j  To save the changes and 
return to the Time Blocks 
screen, select Save.
j  Proceed to To Change the Time 

Blocks.

To Change the Time Blocks:
j  Select a Time Block to edit and 

press =.

5.

j  Select the End Time entry field 
and press =. 
j  Set the End Time and press 
=.

j  Select the entry field for the 
lower value of the Target 
Range and press =.
j  Set the value and press =.
j  Select the entry field for the 

upper value of the Target 
Range and press =.

j  Set the value and press =.

j  Select the entry field for the 
number of Insulin Units and 
press =.
j  Set the number of Insulin Units 

and press =.
j  Select the entry field for the 

amount of Carbs and press 
=.
j  Set the amount of Carbs 

covered by the selected units 
of insulin and press =.

j  Select the entry field for the 
number of Insulin Units and 
press =.
j  Set the number of Insulin Units 

and press =.
j  Select the entry field for the 
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5

Insulin Sensitivity level and 
press =.
j  Set the Insulin Sensitivity level 

and press =.
j  Select Save.

6.

j  To change another time block, 
select the time block and press 
=. Return to Step 5.
j  To return to the Bolus Advice 

screen, select Back.
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Setting Health Events–Bolus Advice is Set Up
Main Menu > Settings > Bolus Advice > Health Events

1. 2.

j  From the Main Menu, select 
Settings and press =.

3.

j  Select Bolus Advice and press 
=.

j  Select Health Events and press 
=.
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5
4.

To Change the Health Events:
j  Select the entry field of the 

Health Event to be changed 
and press =.
j  Set the percentage and press 
=.
j  Repeat the previous steps to 

change other Health Events.

To save the changes and 
return to the Bolus Advice 
screen, select Save.
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3.

Setting Bolus Advice Options–Bolus Advice is Set Up
Main Menu > Settings > Bolus Advice > Advice Options

1. 2.

j  From the Main Menu, select 
Settings and press =.

j  Select Bolus Advice and press 
=.

j  Select Advice Options and 
press =.
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To Change the Meal Rise:
j  Select the Meal Rise entry field 

and press =.
j  Set the Meal Rise limit and 

press =.

To Change the Snack Size:
j  Select the Snack Size entry 

field and press =.
j  Set the Snack Size amount 

and press =.

To Change the Acting Time:
j  Select Acting Time entry field 

and press =.
j  Set the Acting Time duration 

and press =.

To Change the Offset Time:
j  Select the Offset Time entry 

field and press =.
j  Set the Offset Time duration 

and press =.

To save the changes, select 
Save. 

4.
If you did not change the Snack 
Size, the meter returns to the 
Bolus Advice screen.

If you changed the Snack Size, 
the meter displays the Advice 
Options screen.
j  Select OK to return to the 

Bolus Advice screen.
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5.7 Setting Warning Limits: Hyper, Hypo
You can set blood glucose warning limits for hyperglycemia (Hyper) or hypoglycemia (Hypo) conditions. 
Once these blood glucose limit values have been set, if your test result is above the hyper warning limit, 
the meter displays the Above Hyper Warning Limit message: “Consider checking for ketones, bG and insulin 
regularly.” If your test result is below the hypo warning limit, the meter displays the Below Hypo Warning 
Limit message: “Eat fast carbs of at least (number of carbs)¹ Retest bG.”
1The meter displays a recommended amount of fast carbohydrates.

WARNING

This function is no substitute for hyperglycemia or hypoglycemia training by your healthcare professional.
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Main Menu > Settings > Meter > Warning Limits

1. 2.

j  From the Main Menu, select 
Settings and press =.

j  Select Meter and press =.

3.

j  Select Warning Limits and 
press =.
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4.

To Change the Hyper Blood 
Glucose Level:
j  Select the Hyper entry field 

and press =.
j  Set the Hyper (upper) blood 

glucose level and press =.

To Change the Hypo Blood 
Glucose Level:
j  Select the Hypo entry field and 

press =.
j  Set the Hypo (lower) blood 

glucose level and press =.

To save the changes and 
return to the Meter Menu 
screen, select Save.
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5.8 Turning Key Lock On or Off
The key lock feature allows you to lock all of the buttons on the meter, except for the power on/off button. 
This serves as a safety measure against unintentional activation of meter functions.
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Main Menu > Settings > Meter > Key Lock

1. 2.

j  From the Main Menu, select 
Settings and press =.

j  Select Meter and press =.

3.

j  Select Key Lock and press =.

51450_00048010155_B.indb   174 8/7/12   11:38 AM721

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



175

5
4.

j  Press = to display the Key 
Lock pop-up menu.
j  Select On or Off.

To save the change and return 
to the Meter Menu screen, 
select Save.

If the buttons are locked when 
you turn on the meter, the Key 
Lock screen is displayed.
j  To unlock the buttons, press 

and hold , and . at the 
same time until the Main Menu 
is displayed.

The buttons remain unlocked for 
the current session. When the 
meter is turned on again, the 
buttons are locked.

Key Lock: Important 
Information
j  When the buttons are locked, 

you can still turn the meter on 
and off. You can also adjust the 
backlight.
j  The buttons are unlocked 

when:
•  A test strip is inserted into 

the meter
•  The meter is turned on and 

a pump error or a pump 
warning occurs

For these occurrences, the 
buttons remain unlocked for the 
current session. When the meter 
is turned on again, the buttons 
are locked.
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5.9 Setting the Language
You can select a language from the predefined list. 
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Main Menu > Settings > Meter > Language

1. 2.

j  From the Main Menu, select 
Settings and press =.

j  Select Meter and press =.

3.

j  Select Language and press 
=.
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4.

j  Press = to display the 
Language options.
j  Select the desired Language 

and press =.

To save the change and return 
to the Meter Menu screen, 
select Save.
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5.10 Setting Units: Carbs
You can set up the meter for different carbohydrate (carbs) units (Grams, BE, KE, or CC).
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Main Menu > Settings > Meter > Units

1. 2.

j  From the Main Menu, select 
Settings and press =.

j  Select Meter and press =.

3.

j  Select Units and press =.
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4.

j  Press = to display the list of 
units for carbs.
j  Select the units (Grams, BE, 

KE, or CC) and press =.

To save the change and return 
to the Meter Menu screen, 
select Save.

NOTE

For more information on the 
units for carbohydrates and 
carbohydrate equivalents, see 
Appendix B, Carb Units.

NOTE
Once this is set and bolus 
advice is activated, this unit 
cannot be changed. If this unit 
needs to be changed, contact 
the ACCU-CHEK Customer 
Care Service Center at 
1-800-688-4578.
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5.11 Turning Bluetooth® Wireless Technology On or Off
Main Menu > Settings > Meter > Bluetooth

1. 2.

j  From the Main Menu, select 
Settings and press =.

j  Select Meter and press =.

3.

j  Select Bluetooth and press =.
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4.

j  To turn Bluetooth wireless 
technology either On or Off, 
press and hold * until the 
Bluetooth wireless technology 
icon changes. Release *.

To save the change and return 
to the Meter Menu screen, 
select Save.
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5.12 Pairing the Meter and Pump
For complete pairing instructions, see the Advanced Owner’s Booklet.
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5.13 Setting the Beeper, Vibrate, Key Sound
You can set up the meter for sound mode and/or vibrate mode. The meter features different sound (beeper) 
tones. Sounds may occur for:
• Button presses 
• Errors
• Warnings
• Reminders

NOTE

• Beeper and vibrate cannot both be turned off at the same time.
• When Key Sound is on, the meter beeps each time a button is pressed.
• Even when the beeper is turned off, the meter still beeps when an error message occurs.
•  When in the low battery condition, the meter uses the medium beeper level (if the beeper level is 

set to high) and disables vibrate. In the low battery condition, the main menu screen will continue 
to display the icons for vibrate and beeper, unless you have set them to Off. After the batteries are 
replaced with new ones, the meter returns to the beeper/vibrate settings you have set.
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Main Menu > Settings > Sound/Vibrate

1. 2.

j  From the Main Menu, select 
Settings and press =.

j  Select Sound/Vibrate and 
press =.

3.

To Change the Beeper Sound 
Level:
j  Select the Beeper entry field 

and press =.
j  Select the Beeper sound level 

(Off, Low, Medium, or High) 
and press =.

To Turn the Vibrate On or Off:
j  Select the Vibrate entry field 

and press =.
j  Select the Vibrate mode (On or 

Off) and press =.
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To Change the Key Sound:
j  Select the Key Sound entry 

field and press =.
j  Select the Key Sound mode 

(On or Off) and press =.

To save the changes and 
return to the Settings Menu 
screen, select Back.
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5.14 Setting the Time Format, Time, Date
NOTE

•  It is recommended you set the date and time on the pump (the date and time on the meter will 
automatically synchronize to match the pump).

•  Changing the date and time will impact the Trend Graph and the Trend Table (see Reporting Your 
Data Trends in Section 4.4, Reporting Your Data).

•  For 12-hour time format, time is displayed as “HH:MM A/P” (example: 3:53 pm) and for 24-hour time 
format, time is displayed as “HH:MM” (example: 15:53) where “H” is hour and “M” is minute.

•  The date format is displayed as “DD MMM YY” (example: 02 Feb 08) where “D” is day, “M” is month, 
and “Y” is year.
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Main Menu > Settings > Time/Date

1. 2.

j  From the Main Menu, select 
Settings and press =.

j  Select Time/Date and press 
=.

3.

To Change the Time Format:
j  Select the Time Format entry 

field and press =.
j  Select 12 hr or 24 hr Time 

Format and press =.
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To Change the Time:
j  Select the Time entry field and 

press =.
j  Set the Hour and press =.
j  Set the Minutes and press =.
j  If Time Format is 12 hr, select 

am or pm and press =. 

To Change the Date:
j  Select the Date entry field and 

press =.
j  Set the Day and press =.
j  Set the Month and press =.
j  Set the Year and press =.

To save the changes and 
return to the Settings Menu 
screen, select Save.
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5.15 Setting Time Blocks: Bolus Advice Not Set Up
This section is for changing, adding, and removing time blocks only if bolus advice has not been set up. 
For each time block, you can set up different blood glucose target ranges. It is suggested that you review 
the Getting Started Guide before continuing. Prior to setting up time blocks, it is recommended that you 
determine how many time blocks you need and also determine the start/end times. Talk to your healthcare 
professional about arranging your time blocks in order to help best manage your diabetes. 

Target Range Lower Value Time Block End Time
Target Range Upper Value
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1. 2.

j  From the Main Menu, select 
Settings and press =.

Time Blocks does not appear if 
bolus advice has been set up.
j  Select Time Blocks and press 
=.

Change End Time, Target Range Lower Value, and/or Target Range Upper Value
Main Menu > Settings > Time Blocks

3.

j  Select the time block to edit 
and press =.
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4.

To Change the End Time:
j  Select the End Time entry field 

and press =.
j  Set the End Time and press 
=.

To Change the Target Range:
j  Select the entry field for the 

lower value of the Target 
Range and press =.
j  Set the value and press =.
j  Select the entry field for the 

upper value of the Target 
Range and press =.
j  Set the value and press =.

To save the changes and 
return to the Time Blocks 
screen, select Save.

5.

j  Repeat Steps 3 and 4 to 
change another time block. 
Otherwise, select Back to 
return to the Settings screen.
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NOTE

•  When you set the end time, the meter sets this end time as the start time for the next time block.
• The end time can be set in 30-minute increments. 
• To cancel changes press ,.
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1. 2.

j  From the Main Menu, select 
Settings and press =.

Time Blocks does not appear if 
bolus advice has been set up.
j  Select Time Blocks and press 
=.

Add a Time Block
Main Menu > Settings > Time Blocks

3.

j  Select the last time block and 
press =.
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4.

j  Select the End Time entry field 
and press =.

j  Set the End Time of the 
selected Time Block and press 
=. This will be the start time 
of the added time block.

To save the changes and 
return to the Time Blocks 
screen, select Save.

5.
j  Update the End Times and 

Target Ranges for all time 
blocks, as needed. See Change 
End Time, Target Range Lower 
Value, and/or Target Range 
Upper Value in this section.
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1. 2.

j  From the Main Menu, select 
Settings and press =.

Time Blocks does not appear if 
bolus advice has been set up.
j  Select Time Blocks and press 
=.

Remove a Time Block
Main Menu > Settings > Time Blocks

3.

j  Select the Time Block you 
want to remove and press =.
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4.

j  Select the End Time entry field 
and press =.
j  Set the End Time to match the 

start time of the Time Block 
and press =.

To save the changes and 
return to the Time Blocks 
screen, select Save.

5.
j  Update the End Times 

and Target Ranges for the 
remaining time blocks, as 
needed. See Change End Time, 
Target Range Lower Value, 
and/or Target Range Upper 
Value in this section.
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5.16 Backlight Settings 
The backlight on your ACCU-CHEK Aviva Combo meter helps you read the information on the meter display 
under different lighting conditions. You can adjust the backlight level by pressing the backlight button on the 
front of the meter. The backlight adjusts from low, to medium, to high, and back to low again.

Backlight Button 
Press to adjust the backlight level.
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NOTE

•  When the meter is turned on, the backlight is set to medium.
•  When the backlight is set to high or medium and no button activity has occurred for approximately 

15 seconds, the meter goes to low backlight (to conserve battery life). The meter restores the original 
backlight setting when you press a button, insert a test strip, or when the meter displays the bG Results 
screen.

•  When in the low battery condition, the meter uses the medium backlight level (if the backlight level is 
set to high). After the batteries are replaced with new ones, the meter again allows the high backlight 
setting.

•  The backlight button is disabled during a blood glucose test, a control test, and when the meter is 
transferring data.
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6 Icons, Reminders, Warnings, and Errors
6.1 Overview 202
6.2 List of Icons 203
6.3  Confirming a Reminder, Warning, or Error 205
6.4 List of Reminders 206
6.5 List of Warnings 216
6.6 List of Errors 222
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6.1 Overview
This chapter provides you with detailed listings of all the icons, reminders, warnings, and errors included in 
the meter.

NOTE

Blood glucose and bG are interchangeable and mean the same thing.
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Icon Name Icon
Active Insulin

Add Data

Analyzing

Beeper

Blood Glucose Averages

Blood Glucose Test

Bluetooth Wireless Technology Enabled

Bolus Advice

Bolus Advice (Settings)

Carbs

6.2 List of Icons
The icons and icon names in the meter are:

Icon Name Icon
Control Test

Date

Download (Data Transfer)

Error

Extended Bolus Not Confirmed

Extended Bolus Confirmed

Health

Low Battery

Meal Time

Meter
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Icon Name Icon
Meter (Settings)

Multiwave Bolus Not Confirmed

Multiwave Bolus Confirmed

My Data

Pen/Syringe Bolus

Pump

Reminder

Reminders (Settings)

Reports

Settings

Icon Name Icon
Sound/Vibrate (Settings)

Standard Bolus Not Confirmed

Standard Bolus Confirmed

Time

Time Block (Settings)

Time Change

Time/Date (Settings)

Vibrate

View Data

Warning
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6.3  Confirming a Reminder, Warning, or Error
To confirm (or dismiss) most reminders or warnings, press .. Some error messages require a different 
confirmation, such as “Retest with new Strip” or “Replace batteries now.” To place some reminders in the 
snooze mode, press ,. See the following sections for more details on a specific reminder, warning, or error. 

51450_00048010155_B.indb   205 8/7/12   11:38 AM752

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



206

6.4 List of Reminders
Reminder Screen Example

Reminder Title

Reminder Message

Dismiss

Reminder Icon

Snooze
Reschedule the reminder. 
This is not available for all 
reminders.

NOTE

• The meter beeps when it displays any reminder if the beeper setting is on.

•  The meter vibrates when it displays any of the following reminders if the vibrate setting is on: After 
Meal Retest, bG Test, High bG Retest, Low bG Retest, and Other.
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For instructions on how to set up meter reminders, see Chapter 5, Changing Meter Settings. The reminders 
available on the meter are:

Reminder Title Reminder Message Left Soft Key Right Soft Key Snooze Time
After Meal Retest Carbs entry higher than Snack 

Size setting. Retest.
Snooze Dismiss 5 minutes

bG Test It is time for your scheduled bG 
test

Snooze Dismiss 15 minutes

Dr. Visit Today If the Dr. Visit time has been 
set:
You have a Dr. Appointment 
today at (Settings Dr. Visit Time)1

Or, if the Dr. Visit time has not 
been set:
You have a Dr. Appointment 
today

Dismiss
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Reminder Title Reminder Message Left Soft Key Right Soft Key Snooze Time
Dr. Visit Tomorrow If the Dr. Visit time has been 

set:
You have a Dr. Appointment 
tomorrow at (Settings Dr. Visit 
Time)¹
Or, if the Dr. Visit time has not 
been set:
You have a Dr. Appointment 
tomorrow

Dismiss

High bG Retest High bG Result on last test. 
Retest.

Snooze Dismiss 15 minutes

Infusion Set Change It is time to change your Infusion 
Set

Snooze Dismiss Displayed the 
next time the 
meter is 
powered-on
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Reminder Title Reminder Message Left Soft Key Right Soft Key Snooze Time
Lab Test Today If the lab test time has been 

set:
You have a Lab Test today at 
(Settings Lab Test Time)1

Or, if the lab test time has not 
been set:
You have a Lab Test today

Dismiss

Lab Test Tomorrow If the lab test time has been 
set:
You have a Lab Test tomorrow at 
(Settings Lab Test Time)1

Or, if the lab test time has not 
been set:
You have a Lab Test tomorrow

Dismiss

Low bG Retest Low bG Result on last test. 
Retest.

Snooze Dismiss 5 minutes

Other It is time for your Other activity Snooze Dismiss 15 minutes

1If set, the time of the Dr. Visit or the Lab Test is displayed on the screen.
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Reminders: Important Information
•  When two or more event reminders occur at the same time, the meter displays the event reminder with 

the highest priority first:

1. bG Test Reminders (After High bG, After Low bG, and After Meal)
2. Alarm Clock Reminders (bG Test and Other)
3. Date Reminders (Dr. Visit, Lab Test, and Infusion Set Change)

The following occur when the particular reminder is enabled and scheduled:

Dr. Visit Today, Dr. Visit Tomorrow, Lab Test Today, and Lab Test Tomorrow Reminders
• Displayed when you turn on the meter and a test strip has not been inserted.

• Dismiss the reminder either by pressing . or by inserting a test strip.

Infusion Set Change Reminder
• Displayed when you turn on the meter and a test strip has not been inserted.

• Dismiss the reminder by pressing ..

• Snooze the reminder either by pressing , or by inserting a test strip.
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Low bG Retest Reminder
•  When your blood glucose test result is less than the low blood glucose threshold setting you have set up 

(see Chapter 5, Changing Meter Settings), then the meter schedules a Low bG Retest reminder for the time 
duration you have set up. The meter maintains the duration of this scheduled reminder regardless of meter 
time and date changes.

•  At the scheduled time, the meter turns on and displays the reminder (if a test strip has not been inserted).

•  If the meter is already on when the reminder is scheduled and no blood glucose test was performed, the 
reminder is displayed when the meter powers down.

•  When the meter displays the reminder and you do not press any meter buttons within 30 seconds, the 
meter turns off and displays the reminder again in 2 minutes. After the fourth time the meter displays the 
reminder, then the meter dismisses the reminder.

• Dismiss the reminder by pressing ..

• Snooze the reminder for 5 minutes either by pressing , or by inserting a test strip.

•  When you perform a blood glucose test, the meter dismisses any Low bG Retest reminders pending within 
the next 30 minutes. If necessary, a new reminder is scheduled based upon the blood glucose test result.
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High bG Retest Reminder

•  When your blood glucose test result is greater than the high blood glucose threshold setting you have set 
up (see Chapter 5, Changing Meter Settings), then the meter schedules a High bG Retest reminder for the 
time duration you have set up. The meter maintains the duration of this scheduled reminder regardless of 
meter time and date changes.

•  At the scheduled time, the meter turns on and displays the reminder (if a test strip has not been inserted).

•  If the meter is already on when the reminder is scheduled and no blood glucose test was performed, the 
reminder is displayed when the meter powers down.

•  When the meter displays the reminder and you do not press any meter buttons within 30 seconds, the 
meter turns off and displays the reminder again in 2 minutes. After the fourth time the meter displays the 
reminder, then the meter dismisses the reminder.

• Dismiss the reminder by pressing ..

• Snooze the reminder for 15 minutes either by pressing , or by inserting a test strip.

•  When you perform a blood glucose test, the meter dismisses any High bG Retest reminders pending within 
the next 30 minutes. If necessary, a new reminder is scheduled based upon the blood glucose test result.
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After Meal Reminder

•  When you enter carbohydrates into the diary through one of the following screens and the carbohydrates 
entered are greater than the Snack Size setting, then the meter schedules an After Meal reminder for the 
time duration you have set up (see Chapter 5, Changing Meter Settings). The meter maintains the duration 
of this scheduled reminder regardless of meter time and date changes.

• Add Data screen (see Chapter 4, Managing Your Data)

• Modify Data screen (see Chapter 4, Managing Your Data)

• Detailed bG Result screen (see Chapter 2, Testing Your Blood Glucose)

• Bolus Advice screen (see the Advanced Owner’s Booklet)

•  At the scheduled time, the meter turns on and displays the reminder (if a test strip has not been inserted).

•  If the meter is already on when the reminder is scheduled and no blood glucose test was performed, the 
reminder is displayed when the meter powers down.

•  When the meter displays the reminder and you do not press any meter buttons within 30 seconds, the 
meter turns off and displays the reminder again in 2 minutes. After the fourth time the meter displays the 
reminder, then the meter dismisses the reminder.

• Dismiss the reminder by pressing ..

• Snooze the reminder for 5 minutes either by pressing , or by inserting a test strip.

•  When you perform a blood glucose test, the meter dismisses any After Meal reminders pending within the 
next 30 minutes. If necessary, a new reminder is scheduled based upon the blood glucose test result.
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Alarm Clock Reminders for bG Test and Other

•  At the scheduled time, the meter turns on and displays the reminder (if a test strip has not been inserted).

•  When the meter displays an Alarm Clock reminder and you do not press any meter buttons, after  
30 seconds the meter turns off and displays the reminder again in 2 minutes. After the fourth time the 
meter displays the reminder, then the meter dismisses the reminder.

• bG Test Alarm Clock Reminder

•  If the meter is already on when the reminder is scheduled and no blood glucose test was performed, 
the reminder is displayed when the meter powers down.

• Dismiss all active bG Test reminders by pressing ..

• Snooze the reminder for 15 minutes either by pressing , or by inserting a test strip.

•  When you perform a blood glucose test, the meter dismisses any bG Test reminders that have been 
snoozed or that are pending within the next 30 minutes.
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• Other Alarm Clock Reminder

•  If the meter is already on when the reminder is scheduled, the reminder is displayed when the meter 
powers down.

• Dismiss this reminder either by pressing . or by inserting a test strip.

• Snooze the reminder for 15 minutes by pressing ,. 
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6.5 List of Warnings
Warning Screen Example

Warning Icon

No
Only shown on a few 
warning screens

Warning Title

Warning Message

Yes or OK

NOTE

The meter beeps when it displays a warning if the beeper setting is on.

51450_00048010155_B.indb   216 8/7/12   11:38 AM763

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



217

6
The warnings the meter may display are:

Warning Title Warning Message Left Soft Key Right Soft Key
Above Hyper Warning 
Limit

Consider checking for ketones, bG and 
insulin regularly

OK

Beep/Vibrate Off Beep and Vibrate settings cannot both be 
turned off at same time

OK

Below Hypo Warning Limit Eat fast carbs of at least (number of carbs)1 

Retest bG
OK

Bolus Advice Bolus Advice data deleted OK

Bolus Advice Not Setup Advice not provided unless setup through 
Bolus Advice in Settings

OK

Bolus Advice Timeout Bolus Advice no longer possible for this bG 
result

OK

Bolus Delivery Unavailable Communication lost. Retry or set to Manual 
Pump.

OK

Bolus Delivery Unavailable Pump unable to start Bolus. See Pump. OK

1 The meter displays a recommended amount of fast carbohydrates.
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Warning Title Warning Message Left Soft Key Right Soft Key
Bolus Delivery Unavailable Pump currently in Stop mode OK

Bolus Too High Bolus above allowed amount. Bolus set to 
maximum.

OK

Bolus Too Low Bolus below allowed amount. Bolus set to 
minimum.

OK

Calculation Out of Range No Bolus Advice available OK

Carbohydrate Ratio Carb Ratio seems unusual. Check entries. OK

Code Key Missing Turn off Meter and insert valid Code Key OK

Communication Lost See Pump OK

Communication Warning Pump data not available, Active Insulin may 
not be accurate

OK

Communication Warning Pump data not available, recent Bolus data 
may not be accurate

OK

Connection Lost Ensure Pump is within range of Meter OK
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Warning Title Warning Message Left Soft Key Right Soft Key
Connection Lost Restart Meter, select “Settings”, “Meter”, 

“Pair with Pump”
OK

Corrupt Language Choose another language OK

Diary Entry Used For 
Advice

Diary entry used for Advice, modifications 
not allowed

OK

Diary Results Expired New data cannot be saved with this record OK

HI bG Warning Consider checking bG, ketones and insulin OK

Incorrect Pump Time/Date Pump time/date incorrect. Set time/date on 
the Pump.2

OK

Infrequent Pump 
Communication

Two weeks since last communication with 
Pump

OK

Insulin Sensitivity Insulin Sensitivity seems unusual. Check 
entries.

OK

Invalid Active Insulin Unable to calculate the Active Insulin. Bolus 
Advice not available.

OK

2  The meter keeps its current date and time. The meter turns off Bluetooth wireless technology 
communication for this session.
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Warning Title Warning Message Left Soft Key Right Soft Key
Invalid Bolus Advice 
Times

Acting time must be greater than or equal 
to offset time

OK

Invalid Date Reenter valid date OK

Invalid Hyper Values Hyper value must be greater than Time 
Block target ranges

OK

Invalid Hypo Values Hypo value must be less than Time Block 
target ranges

OK

Invalid PIN Reenter PIN shown on Pump display OK

Invalid Record Time/Date Record time/date must be older than the 
current meter time/date

OK

Invalid Target Range Lower target range value above upper 
target range value

OK

Invalid Target Range Range selected conflicts with Hyper and/or 
Hypo Warning Limit settings

OK

LO bG Warning Retest bG. Contact your doctor. OK

Meter and Pump Not 
Paired

Pair with Pump to use this feature OK
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Warning Title Warning Message Left Soft Key Right Soft Key
Meter Battery Low Replace soon. No Pump connection. OK

No bG with Bolus Consider testing bG before delivering 
Insulin. Continue?

No Yes

Pairing Failed Restart Meter, select “Settings”, “Meter”, 
“Pair with Pump”

OK

Pump Not Available Ensure Bluetooth is on and Pump is within 
range of Meter

OK

Test Strips Expiring Change Code Key and Strips soon OK

Time Mismatch Meter time has been changed by more than 
5 minutes to match Pump

OK
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6.6 List of Errors
Error Screen Example

Error Title

Error Message

Error Icon

Menu
This option is not available 
for all errors.

NOTE

The meter beeps when it displays an error, even if the beeper setting is turned off.

51450_00048010155_B.indb   222 8/7/12   11:38 AM769

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



223

6
The errors the meter may display are:

Error Title Error Message Left Soft Key Right Soft Key
E-51
Bad Strip Error

Reinsert or replace with new Strip

E-52
Code Key Error

Turn Meter off, reinsert or replace Code Key Menu1 OK2

E-53
Bad Test Error

Retest with new Strip

E-54
Not Enough Sample

Retest with new Strip

E-55
Code Key Expired

Turn Meter off, replace Code Key and Strips Menu1 OK2

E-56
Sample Applied Early

Retest with new Strip

1 “Menu” is only displayed when the meter is on a bG test screen.
2 “OK” is only displayed after the splash screen (ACCU-CHEK logo screen).
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Error Title Error Message Left Soft Key Right Soft Key
E-57
Electronic Error

Remove batteries, wait 20 seconds, replace 
batteries

E-58
Temp. Error

Move Meter to correct temperature and 
wait 5 minutes

Menu3 OK3

E-59
Battery Empty

Replace batteries now

E-60
Time/Date Error

Correct time/date if necessary Menu

3  If the meter is powering up, then “OK” is displayed above the right soft key and “Menu” is not displayed 
above the left soft key. 
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7 Cleaning and Disinfecting the Meter and 
Lancing Device

7.1 Overview 226
7.2 Cleaning and Disinfecting the Meter 228
7.3 Cleaning and Disinfecting the Lancing Device 234
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7.1 Overview
WARNING

•  During normal testing any blood glucose meter or lancing device may come in contact with blood. All 
parts of the kit are considered biohazardous and can potentially transmit infectious diseases from 
bloodborne pathogens, even after you have performed cleaning and disinfection.1,2

•  Cleaning and disinfecting the meter and lancing device destroys most, but not necessarily all, 
bloodborne pathogens.3

•  The meter and lancing device should never be used by more than one person. Do not share the 
meter and lancing device with anyone, including family members, due to the risk of infection from 
bloodborne pathogens.1,2

•  If the meter is being operated by a second person who is providing testing assistance to the user, the 
meter and lancing device should be cleaned and disinfected prior to use by the second person.

•  Disinfect the meter and lancing device before allowing anyone else to handle them. Do not allow 
anyone else to test with the meter or lancing device.

•  It is important to keep the meter and lancing device clean and disinfected.
•  Wash hands thoroughly before and after handling the meter, lancing device, or test strips.

1,2,3, See Appendix E
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What is the difference between cleaning and disinfecting?
Cleaning is the removal of dirt from the meter or lancing device.3

Disinfecting is the removal of most, but not all, disease-causing and other types of microorganisms 
(bloodborne pathogens) from the meter or lancing device.3

               3 See Appendix E

When should the meter and lancing device be cleaned and disinfected?
  Clean and disinfect the meter and lancing device:

• Once per week
• When blood gets on the meter or lancing device
• Before allowing anyone else to handle the meter or lancing device 

NOTE

For technical assistance or questions on cleaning and disinfecting, please contact the ACCU-CHEK 
Customer Care Service Center at 1-800-688-4578.
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7.2 Cleaning and Disinfecting the Meter
To clean and disinfect without damaging the meter, follow these procedures carefully. 
When to Clean and Disinfect the Meter
• Clean the meter to remove visible dirt or other material prior to disinfecting.
• Clean and disinfect the meter at least once per week, or when blood is present on the surface of the 

meter.
• Clean and disinfect the meter before allowing anyone else to handle the meter. Do not allow anyone else 

to use the meter on themselves for testing purposes.
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Approved Cleaning and Disinfecting Products
• Super Sani-Cloth (EPA* reg. no. 9480-4)

*Environmental Protection Agency

The above product has been approved for use and can be purchased from the following sources: 

• Amazon.com
• Officedepot.com
• Walmart.com 

NOTE

Using cleaning and disinfecting products could result in damage to the meter. A sign of damage includes 
excessive residue around the buttons which would make them difficult to operate. For technical 
assistance please contact the ACCU-CHEK Customer Care Service Center at 1-800-688-4578 if the meter 
shows signs of damage. 

What to Clean and Disinfect
The following parts of the meter should be cleaned and disinfected:

• The area around slots and openings (do not get any moisture in slots or openings)
• The meter display
• The entire meter surface

51450_00048010155_B.indb   229 8/7/12   11:38 AM776

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



230

WARNING

Failure to follow these instructions will damage the meter 
and stop it from working properly.

j  DO NOT clean or 
disinfect the meter 
while performing a 
blood glucose or control 
test.

j  DO NOT get any 
moisture in slots or 
openings.

j  DO NOT spray anything 
onto the meter.

j  DO NOT immerse the 
meter in liquid.

How to Clean and Disinfect the Meter
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1.

j  Wash hands thoroughly with 
soap and water. 

2. 3.

j  Turn off the meter and place 
it on a flat surface, such as a 
table. 

j  Wipe the entire meter surface 
with the approved cleaning 
and disinfecting product. 
Always use the same for both 
cleaning and disinfecting.

WARNING

The effect of using more than one product interchangeably to clean and disinfect the meter has not been 
tested. Always use the same product to clean and disinfect the meter.
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4.

j  Carefully wipe around the test 
strip slot and other openings. 
Make sure that no liquid enters 
any slot or opening.

5. 6.

j  Dry the meter with a soft cloth 
or gauze. Make sure that no 
solution is seen in any slot or 
opening. 

j  For disinfecting the meter, get 
a new wipe or cloth. Repeat 
steps 2 and 3 following the 
manufacturer’s instructions for 
disinfecting. 

NOTE

Roche has tested the approved product for a total of 416 cycles, which is equal to cleaning and 
disinfecting once per week for a 4 year period.
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7.

j  Wash hands thoroughly with 
soap and water. 
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7.3 Cleaning and Disinfecting the Lancing Device

NOTE

• Do not throw away the lancing device cap after each use. Use approved cleaning and disinfecting 
products on it. 

• Remove the lancet drum before cleaning and disinfecting the lancing device.

To clean and disinfect without damaging the lancing device, follow these procedures carefully. 

When to Clean and Disinfect the Lancing Device
• Clean the lancing device to remove visible dirt or other material prior to disinfecting.
• Clean and disinfect the lancing device once per week to remove visible dirt or other material for safe 

handling.
• Clean and disinfect the lancing device before allowing anyone else to handle the lancing device, for 

instance, if you have someone assisting you. Do not allow anyone else to use the lancing device.

51450_00048010155_B.indb   234 8/7/12   11:38 AM781

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



7

235

Approved Cleaning and Disinfecting Products
• Super Sani-Cloth (EPA* reg. no. 9480-4)

*Environmental Protection Agency

The above product has been approved for use and can be purchased from the following sources: 

• Amazon.com
• Officedepot.com

• Walmart.com

NOTE

Using cleaning and disinfecting products could result in damage to the lancing device. You might observe 
a slight discoloration of the lancing device after multiple cleaning and disinfecting cycles. This does not 
affect the functionality of the device. For technical assistance, please contact the ACCU-CHEK Customer 
Care Service Center at 1-800-688-4578. 

What to Clean and Disinfect
The following parts of the lancing device may be cleaned and disinfected:

• The entire lancing device surface
• The cap
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How to Clean and Disinfect the Lancing Device

WARNING

DO NOT get any moisture into opening around button.
Failure to follow these instructions may damage the lancing device and stop it from working properly.

2.1.

j  Wipe the entire surface of the 
lancing device and the inside 
of the lancing device cap with 
the approved cleaning and 
disinfecting product. Always 
use the same product for both 
cleaning and disinfecting. 

3.

j  Dry the lancing device and 
cap with a soft cloth or gauze. 
Make sure no solution is seen 
in any opening.

j  Wash hands thoroughly with 
soap and water.
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5.

j  Wash hands thoroughly with 
soap and water.

WARNING

The effect of using more than 
one product interchangeably to 
clean and disinfect the lancing 
device has not been tested. 
Always use Super Sani-Cloth 
(EPA reg. no. 9480-4) to clean 
and disinfect the lancing device. 
Do not use any other cleaning 
or disinfecting solutions. Using 
solutions other than the Super 
Sani-Cloth could result in 
damage to the lancing device.

4.

j  For disinfecting the lancing 
device, get a new wipe or 
cloth. Repeat step 2 following 
the manufacturer’s instructions 
for disinfecting.

NOTE

Roche has tested the approved 
product for a total of 520 
cycles, which is equal to 
cleaning and disinfecting once 
per week for a 5 year period.
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8.1 Overview
It is important to properly care for and maintain your ACCU-CHEK Aviva Combo meter. If you have any 
questions about the care and maintenance of your meter, contact ACCU-CHEK Customer Care Service Center 
at 1-800-688-4578.
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8.2 Changing the Batteries

1. 2.

j  Remove the battery door 
from the back of the meter by 
pushing the tab in the direction 
of the arrow and pulling up 
the door. 

j  Remove the old batteries from 
the meter.
j  Insert three AAA batteries with 

the + and - ends matching 
the marks in the battery 
compartment. 

3.

j  Put the battery door back in 
place and snap it closed.
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CAUTION

•  Using batteries other than those supplied or recommended for use with the meter may significantly 
reduce the life of the batteries. Batteries other than those recommended may leak and corrode 
the battery contacts within the meter. Using batteries not supplied or recommended may void the 
warranty.

•  Replace all batteries of a set at the same time. Newly purchased batteries should not be mixed with 
partially exhausted ones. Batteries of different electrochemical systems, grades, or brands should 
not be mixed. Failure to observe these precautions may result in some batteries in a set being driven 
beyond their normal exhaustion point and thus increase the probability of leakage.
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NOTE

•  Alkaline batteries are recommended for use with the meter.
•  After you change the batteries, the meter prompts you to confirm the time and date settings.
• It is a good idea to have spare, packaged batteries available.
•  All test results, diary information, and settings are saved in the meter memory when the batteries are 

replaced.
• The meter remains paired with the pump when you remove and replace the batteries.
•  Rechargeable batteries may be used in the meter. However, rechargeable batteries may not maintain 

the same battery life as non-rechargeable batteries.
• When the Low Battery warning appears:

• Bluetooth wireless technology communication is disabled.
• If vibrate is set to On, it is disabled until the batteries are replaced.
• I f the backlight level is set to high, the medium backlight level is used until the batteries are 

replaced.
• If the beeper level is set to high, the medium beeper level is used until the batteries are replaced.
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8.3 Power-Saving Tips
To conserve battery life:
• Use the low beeper setting
• Only turn on the vibrate feature when it is needed
•  Turn off the meter when you are finished rather than utilizing the auto power off feature
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8.4 Maintenance and Testing
•  The meter needs little or no maintenance with normal use. It automatically tests its own systems every 

time you turn it on and lets you know if something is wrong. For detailed information on troubleshooting the 
meter, see Chapter 9, Troubleshooting.

•  If you drop the meter or think it is not giving accurate results, ensure your test strips and control solution 
have not expired, and then perform a control test.

• Perform a control test with each new vial of test strips.

•  To test the meter display, turn off the meter, and then press and hold the + button. The display cycles 
through colors (red, blue, green, and white). If any part of the display does not change colors, contact 
ACCU-CHEK Customer Care Service Center at 1-800-688-4578.

• If the meter is not working properly, contact ACCU-CHEK Customer Care Service Center at 1-800-688-4578.
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9 Troubleshooting
9.1 Overview 248
9.2  Troubleshooting the ACCU-CHEK Aviva Combo Meter 249
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9.1 Overview
For most problems, the meter displays a message with a short description of the symptom and, along with 
it, a proposed solution. This chapter goes into more detail by describing the symptom, the possible cause, 
and the possible solution. If the possible solutions do not fix the problem, contact ACCU-CHEK Customer Care 
Service Center at 1-800-688-4578.

WARNING

Never make treatment decisions based on a warning or error message. If you have any concerns, 
contact ACCU-CHEK Customer Care Service Center at 1-800-688-4578.

NOTE

•  If you drop the meter or think it is not giving accurate results, make sure your test strips and control 
solution have not expired, and then perform a control test. For further assistance, contact ACCU-CHEK 
Customer Care Service Center at 1-800-688-4578.

• Blood glucose and bG are interchangeable and mean the same thing.
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9

9.2  Troubleshooting the ACCU-CHEK Aviva Combo Meter
Display Shows Possible Cause(s) Possible Solution(s)

The display is blank 
or the meter will 
not turn on.

j  Batteries are dead. j  Install new batteries. See Chapter 8, Maintenance.

j  Display is damaged. j  Contact ACCU-CHEK Customer Care Service Center 
at 1-800-688-4578.

j  Meter is defective. j  Contact ACCU-CHEK Customer Care Service Center 
at 1-800-688-4578.

j  Extreme temperature – the 
temperature is outside the 
meter operating range.

j  Move the meter to an area with proper temperature. 
Wait five minutes before turning on the meter. Do 
not artificially heat or cool the meter.

Bluetooth icon 
flashing

j  Communication ended due to 
a button press on the pump.

j  Check the pump and continue operation of the 
pump manually.
j  Ensure the pump has Bluetooth wireless technology 

turned on.

j  Meter and pump are outside 
of communication range.

j  Ensure pump is within communication range.
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Display Shows Possible Cause(s) Possible Solution(s)

Above Hyper 
Warning Limit

j  Your test result is above the 
hyper warning limit set in the 
meter.

j  Treat your high blood glucose as recommended by 
your healthcare professional.
j  Consider checking bG, ketones, and insulin.
j  See the pump User Guide for additional solutions.

Beep/Vibrate Off j  Beep and Vibrate settings 
cannot be turned off at the 
same time.

j   Ensure that either the Beep or Vibrate setting is 
turned on. See Chapter 5, Changing Meter Settings.

Below Hypo 
Warning Limit

j  Your test result is below the 
hypo warning limit set in the 
meter.

j  Treat your low blood glucose as recommended by 
your healthcare professional.
j  The meter displays a recommended number of 

carbohydrates for you to eat, and then retest your 
blood glucose.
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9
Display Shows Possible Cause(s) Possible Solution(s)

Bolus Advice

Bolus Advice data 
deleted

j  	Bolus advice data integrity 
cannot be confirmed.

j  Wait 8 hours for accurate bolus advice.

IMPORTANT
•  Insulin doses and meals taken before the Bolus Advice warning are no longer 

reflected in the bolus advice calculation.
•  The meter may not reflect the pump bolus history, however the bolus history is 

available on the pump.
Bolus Advice Not 
Setup

j  Advice is not provided unless it 
is set up through Bolus Advice 
in Settings Menu.

j  You can continue to use the meter without bolus 
advice or see Chapter 5, Changing Meter Settings for 
instructions on how to set up bolus advice.

Bolus Advice 
Timeout

j   Bolus advice is no longer 
available for this bG result.

j  Review data that was saved in My Data. Then, decide 
to modify data, add data, or begin a new bolus advice 
session.
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Display Shows Possible Cause(s) Possible Solution(s)

Bolus Delivery 
Unavailable

j  The meter cannot 
communicate with the pump.

j  Retry or set to Manual Pump.
j  Ensure the meter and pump have Bluetooth wireless 

technology turned on.
j  Ensure the meter and pump are within 

communication range.
j  If the low battery icon is displayed on the meter, the 

meter cannot communicate with the pump. Replace 
the batteries.

j  The pump is currently in Stop 
mode.

j  Take the pump out of Stop mode.

j  The pump is currently 
delivering a bolus.

j  Allow the current bolus delivery to complete before 
delivering the next bolus.

Bolus Too High j  The bolus is above the 
allowed amount. The bolus 
was set to 50 Units.

j  Check the accuracy of all entries. If necessary, 
contact your healthcare professional.

Bolus Too Low j  The insulin pump cannot 
deliver a 0.1 Unit of multiwave 
bolus.

j  The pump will adjust the bolus to 0.2 Units.
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Display Shows Possible Cause(s) Possible Solution(s)

Carbohydrate Ratio j  Carbohydrate ratio is outside 
of the acceptable meter 
range.

j  Check your entries and contact your healthcare 
professional to determine the appropriate settings.

Code Key Missing j  The meter is not coded or the 
code key is not inserted.

j  Turn off the meter and recode it. See Chapter 2, 
Testing Your Blood Glucose.

Communication 
Lost

j  Pump is out of range of the 
meter.

j  Bolus delivery continuing, see pump screen.
j  Ensure the meter and pump have Bluetooth wireless 

technology turned on.
j  Ensure the meter and pump are within 

communication range.
j  If the low battery icon is displayed on the meter, the 

meter cannot communicate with the pump. Replace 
the batteries.
j  Use the pump to monitor or cancel a bolus which is 

in the process of being delivered.
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Display Shows Possible Cause(s) Possible Solution(s)

Communication 
Warning

j  Communication of bolus data 
from the pump was not 
successful. Therefore, pump 
data are not available and the 
bolus data may not be 
accurate.
j  Communication of bolus data 

from the pump was not 
successful. Therefore, pump 
data are not available and the 
active insulin amount may not 
be accurate.

j  Ensure the meter and pump have Bluetooth wireless 
technology turned on.
j  Ensure the meter and pump are within 

communication range.
j  If the low battery icon is displayed on the meter, the 

meter cannot communicate with the pump. Replace 
the batteries.
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9
Display Shows Possible Cause(s) Possible Solution(s)

Connection Lost j  The connection was lost 
between the meter and the 
pump during the pairing 
process. Therefore, the 
attempt to pair the meter and 
pump was unsuccessful.

j  Restart the pairing process. See the Advanced 
Owner’s Booklet.
j  Ensure the meter and pump have Bluetooth wireless 

technology turned on.
j  If the low battery icon is displayed on the meter, the 

meter cannot communicate with the pump. Replace 
the batteries.

j  Pump is out of range of the 
meter.

j  Ensure the meter and pump are within 
communication range.

Diary Entry Used 
For Advice

j  The diary entry selected has 
been used for bolus advice 
and modifications are not 
allowed.

j  Carefully confirm all information involving bolus 
advice. You cannot modify bolus advice related 
entries on the meter. 

Diary Results 
Expired

j   Bolus advice is no longer 
available for this result.

j  Review data that was saved in My Data. Then, 
decide to modify data, add data, or begin a new 
bolus advice session.
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Display Shows Possible Cause(s) Possible Solution(s)

E-51 Bad Strip 
Error 

j  Your blood glucose may be 
extremely low.

If you see this error message after you applied blood 
to the test strip:
j  If you are experiencing any of the common 

symptoms of low blood sugar, contact your 
healthcare professional immediately.
j  Treat your low blood sugar as recommended by 

your healthcare professional.
j  If this does not match how you feel, repeat the 

blood glucose test and see Chapter 2, Testing Your 
Blood Glucose.

j  The test strip is damaged.
j  The test strip is not properly 

inserted into the meter.

If you see this error message before you applied 
blood to the test strip:
j  Remove and reinsert the test strip. If the message 

reappears, turn off the meter and insert a new code 
key. Make sure the code number on the code key 
inserted in the meter matches the code number on 
the container of test strips. If the message 
reappears call the ACCU-CHEK Customer Care 
Service Center at 1-800-688-4578.
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Display Shows Possible Cause(s) Possible Solution(s)

E-52 Code Key 
Error

j  The code key is incorrect. j  Turn off the meter, remove the code key, and 
reinsert the code key into the meter. If you continue 
to receive this error message, turn off the meter 
and remove the code key. Discard the code key and 
its accompanying test strips. Insert a new code key 
into the meter. If this does not fix the problem, 
contact ACCU-CHEK Customer Care Service Center 
at 1-800-688-4578.
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Display Shows Possible Cause(s) Possible Solution(s)

E-53 Bad Test 
Error

j  A meter or test strip error has 
occurred.

j  Discard the test strip and repeat the test.

j  Your blood glucose may be 
extremely high.

j  If this confirms how you feel, contact your 
healthcare professional immediately. If it does not 
confirm how you feel, repeat the test and see 
Chapter 2, Testing Your Blood Glucose. If this still 
does not confirm the way you feel, run a control test 
with your control solution and a new test strip. If the 
control result is within the acceptable range, review 
the proper testing procedure and repeat your blood 
glucose test with a new test strip. If the E-53 error 
still appears for your blood glucose test, your blood 
glucose test result may be extremely high and 
above the system’s reading range. Contact your 
healthcare professional immediately. If the 
control test result is not within the acceptable 
range, see Chapter 3, Control Testing.
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Display Shows Possible Cause(s) Possible Solution(s)

E-54 Not Enough 
Sample

j  Not enough blood or control 
solution was drawn into the 
test strip for measurement or 
was applied after the test has 
started.

j  Discard the test strip and repeat the test.

E-55 Code Key 
Expired

j  The code key is from an 
expired lot of test strips.

j  Ensure the code key number matches the code 
number on the test strip container. Remove and 
reinsert the code key and ensure the time and date 
in the meter are correct. If this does not fix the 
problem, turn off the meter and remove the expired 
code key. Discard the expired code key and its 
accompanying test strips. Insert a new, valid code 
key into the meter.

E-56 Sample 
Applied Early

j  Blood or control solution was 
applied to the test strip before 
the Apply Sample screen 
appeared on the display.

j  Discard the test strip and repeat the test with a new 
test strip.
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Display Shows Possible Cause(s) Possible Solution(s)

E-57 Electronic 
Error

j  An electronic error has 
occurred or, in rare cases, a 
used test strip was removed 
and reinserted.

j  Turn off the meter and remove the batteries. Wait at 
least 30 seconds prior to reinserting the batteries. 
Turn on the meter and perform a blood glucose or 
control test. If the problem persists, contact 
ACCU-CHEK Customer Care Service Center at 
1-800-688-4578.

E-58 Temp. Error j  The temperature is above or 
below the proper range for 
the meter.

j  Move the meter to an area within the proper 
temperature range indicated for test strip use in the 
test strip package insert. Wait 5 minutes before 
turning on the meter. Repeat the test. Do not 
artificially heat or cool the meter.

E-59 Battery 
Empty

j  The batteries are extremely 
low.

j  Insert new batteries. See Chapter 8, Maintenance.

E-60 Time/Date 
Error

j  The time and date settings 
may be incorrect.
j  You have changed the 

batteries.

j  Ensure the time and date are correct and adjust, if 
necessary. See Chapter 5, Changing Meter 
Settings.
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Display Shows Possible Cause(s) Possible Solution(s)

HI bG Warning j  Your blood glucose may be 
higher than the measuring 
range of the system.

j  If you are experiencing any of the common 
symptoms of high blood glucose, contact your 
healthcare professional immediately.
j  Treat your high blood glucose as recommended by 

your healthcare professional.
j  Consider checking bG, ketones, and insulin.
j  See the pump User Guide for additional solutions.

Incorrect Pump 
Time/Date

j  Pump time/date incorrect. j  Set time/date on the pump (see pump User Guide).

Infrequent Pump 
Communication

j   At least two weeks have 
passed since the meter and 
pump have communicated.

j  Ensure the meter and pump have Bluetooth wireless 
technology turned on.
j  Ensure the meter and pump are within 

communication range.
j  If the low battery icon is displayed on the meter, the 

meter cannot communicate with the pump. Replace 
the batteries. 
j  It is important to use Bluetooth wireless technology 

communication between the meter and pump 
regularly if you utilize bolus advice.

Insulin Sensitivity j  Insulin sensitivity is outside of 
the acceptable meter range.

j  Check your entries and contact your healthcare 
professional to determine the appropriate settings.
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Display Shows Possible Cause(s) Possible Solution(s)

Invalid Bolus 
Advice Times

j  The acting time value is less 
than the offset time.

j  The acting time value must be set equal to or 
greater than the offset time. Reset the acting time 
value or revise the offset time.

Invalid Date j  The date entered is invalid 
(dates for reminders cannot 
be set to occur in the past).

j  Re-enter date.

Invalid Hyper 
Values

j  The hyper warning limit value 
must be greater than all of 
your target ranges in the time 
block settings.

j  Reset the hyper warning limit or revise the target 
ranges in time blocks and re-enter the hyper 
warning limit.
j  Enter a hyper warning limit that is above the target 

ranges of your time blocks. See Chapter 5, 
Changing Meter Settings.

Invalid Hypo Values j  The hypo warning limit value 
must be less than all of your 
target ranges in the time 
block settings.

j  Reset the hypo warning limit or revise the target 
ranges in time blocks and re-enter the hypo 
warning limit.
j  Enter a hypo warning limit that is below the target 

ranges of your time blocks. See Chapter 5, 
Changing Meter Settings.

Invalid PIN j  The wrong PIN was entered. j  Select OK and re-enter the PIN shown on the pump 
display.
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Display Shows Possible Cause(s) Possible Solution(s)

Invalid Record 
Time/Date

j  The time/date entered is 
invalid (Add Data entries 
cannot be set to occur in the 
future).

j  Re-enter time/date.

Invalid Target 
Range

j  The lower target range value 
is above the upper target 
range value.

j  Reset the target range values.
j  Enter the correct lower target range value and 

upper target range value. See Chapter 5, Changing 
Meter Settings.

j  The range selected conflicts 
with your hyper and/or hypo 
warning limit settings.

j  Reset range or revise warning limit settings and 
re-enter range.
j  Enter the correct lower target range value and 

upper target range value. See Chapter 5, Changing 
Meter Settings.

LO bG Warning j  Your blood glucose may be 
lower than the measuring 
range of the system.

j  If you are experiencing any of the common 
symptoms of low blood glucose, contact your 
healthcare professional immediately.
j  Treat your low blood glucose as recommended by 

your healthcare professional.
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Display Shows Possible Cause(s) Possible Solution(s)

Meter and Pump 
Not Paired

j  Meter and pump have not 
been paired. You cannot use 
the pump functions without 
pairing the meter and the 
pump.

j  You must pair the meter and pump to use these 
features.
j  For instructions on how to pair the meter and pump, 

see the Advanced Owner’s Booklet.

Meter Battery Low j  Battery power is low. j  Install new batteries. See Chapter 8, Maintenance.

No bG with Bolus j  You have not tested your bG 
and are attempting to deliver 
a bolus.

j  It is recommended to test bG before delivering 
insulin.

Pairing Failed j  The attempt to pair the meter 
and pump was unsuccessful.

j  Restart the pairing process. See the Advanced 
Owner’s Booklet.
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9
Display Shows Possible Cause(s) Possible Solution(s)

Pump Not Available j  The pump is out of the 
communication range of the 
meter.

j  Ensure the meter and pump have Bluetooth wireless 
technology turned on.
j  Ensure the meter and pump are within 

communication range.
j  If the low battery icon is displayed, the meter 

cannot communicate with the pump. Replace the 
batteries.

Test Strips Expiring j  The test strips expire at the 
end of the current month.

j  Before the end of the month, insert a new code key 
from a new box of test strips (dispose of expiring 
test strips) and ensure the code key number 
matches the code number on the test strip 
container.
j  Ensure the time and date are correct and adjust, if 

necessary. See Chapter 5, Changing Meter 
Settings.

Time Mismatch j  The time or date on the meter 
is more than five minutes 
different than the time or date 
on the pump.

j  The meter time and date were changed to match 
the pump time. Ensure the time and date are 
correct. If the time or date are not correct, change 
the time and date on the pump.
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NOTE

•  For additional information on errors and warnings, see Chapter 6, Icons, Reminders, Warnings, and 
Errors.

•  If you have a question or if you see any other error screen, please contact ACCU-CHEK Customer Care 
Service Center at 1-800-688-4578.
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10.1 Overview
This chapter provides you with important performance information regarding the meter.
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10.2 Product Limitations
Please read the literature packaged with your test strips to find the latest information on product 
specifications and limitations.
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10.3 Specifications
Blood volume Refer to the test strip package insert.

Sample type Fresh whole blood

Measuring time Refer to the test strip package insert.

Measuring range Refer to the test strip package insert.

Test strip storage conditions Refer to the test strip package insert.

Meter storage conditions (with 
batteries inserted)

-4 °F to 122 °F

System operating conditions Refer to the test strip package insert.

Relative humidity operating range Refer to the test strip package insert.

Memory capacity 1,000 diary records

Automatic power off 2 minutes
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Power supply Three AAA batteries (recommended: alkaline)

Display LCD

Dimensions 3.7 x 2.1 x 1 inches (LWH)

Weight Approximately 3.6 oz with batteries inserted

Construction Hand-held

Protection class III

Meter type The ACCU-CHEK Aviva Combo meter is suitable for continuous 
operation.

Control solution storage conditions 36 °F to 90 °F

Interface IR; LED/IRED – Class 1
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10.4 Product Safety Information
WARNING

Choking hazard. Small parts. Keep away from children under the age of 3 years.

Bluetooth Wireless Technology
The meter and the pump utilize Bluetooth wireless technology to communicate and transfer information. 
Bluetooth wireless technology is a form of radio frequency (RF) technology that operates in the unlicensed 
industrial, scientific, and medical band at 2.4 to 2.485 GHz. The RF channel utilized for communication 
between the meter and the pump is not an open channel. The meter can only communicate with the pump it 
is paired with; therefore, other Bluetooth wireless technology devices (e.g., cell phone, printer, etc.) cannot be 
paired with, communicate with, or access your personal information on the meter or the pump.

Radio Frequency Communication
FCC ID: WX3-361

The device complies with the United States Federal Communications Commission (FCC) standards. The  
device complies with FCC Part 15 Rules. Operation of the device is subject to the following two conditions:  
(1) this device may not cause harmful interference, and (2) this device must accept any interference received, 
including interference that may cause undesired operation.

Compliance with these guidelines means that under normal, daily circumstances the device should not 
affect the operation of other devices. In addition, the device should operate normally in the presence of other 
devices.
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In the event there is interference from another device, it is recommended that you increase distance between 
meter and that device. You may also turn off the interfering device. In addition, you may turn off Bluetooth 
wireless technology on the meter and deliver insulin directly using the pump.

Changes or modifications to the device not expressly approved by Roche could void the user’s authority to 
operate the device.

The device has been tested and found to comply with the limits for a Class B digital device. The device 
generates, uses, and can radiate radio frequency energy.

This equipment complies with FCC and IC radiation exposure limits set forth for an uncontrolled environment. 
This equipment is in direct contact with the body of the user under normal operating conditions. This 
transmitter must not be co-located or operated in conjunction with any other antenna or transmitter.

Electromagnetic Compatibility
This meter meets the electromagnetic immunity requirements as per EN ISO 15197 Annex A. The chosen 
basis for electrostatic discharge immunity testing was basic standard IEC 61000-4-2. In addition, it meets 
the electromagnetic emissions requirements as per EN 61326. Its electromagnetic emission is thus low. 
Interference from other electrically driven equipment is not to be anticipated. 
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Performance Analysis
The performance data for the ACCU-CHEK Aviva Combo system (ACCU-CHEK Aviva Combo meter with 
ACCU-CHEK Aviva Plus test strips) were obtained using capillary blood from diabetic patients (method 
comparison, accuracy), venous blood (repeatability), and control solution (reproducibility). The system is 
calibrated with venous blood containing various levels of glucose. The reference values are obtained using 
the hexokinase method. For method comparison, the results were compared with results obtained using the 
hexokinase method with deproteinization (automatic analyzer). The hexokinase method is traceable to an 
NIST standard. 

Measuring Principle
Refer to your test strip package insert for more information.

WARNING

•  Strong electromagnetic fields may interfere with the proper operation of the meter. Do not use this 
meter close to sources of strong electromagnetic radiation.

•  To avoid electrostatic discharge, do not use the meter in a very dry environment, especially one in 
which synthetic materials are present.
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10.5 Disposing of the Meter, Strips, Lancets, and Batteries
WARNING

•  Any product coming in contact with blood is considered contaminated (potentially infectious).*
•  During normal testing any blood glucose meter may come in contact with blood. Lancing devices may 

also be considered sharps. Disposal of sharps is regulated by law in many jurisdictions.

The European Union has a requirement for improving waste management practices for certain electronic 
equipment, but meters fall outside the scope of the European Directive 2002/96/EC.** This is not a 
requirement for the U.S.A.; however, Roche is committed to recycling and sustainability. Please consider the 
following points when disposing of your used testing materials:

•  Comply with any laws or ordinances relating to the disposal of sharps and/or contaminated products. 
Contact your local health department or other appropriate authorities for proper handling and disposal of 
used meters, used test strips, used lancets, and used batteries.

•  Consider recycling of the meters and batteries at an appropriate facility. Be aware the meter is potentially 
hazardous electronics scrap (e-scrap) and should be disposed of accordingly. The batteries are potentially 
hazardous also and should be disposed of accordingly.
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•  Decontaminate the meter before recycling or disposing. 

•  Users in professional environments (i.e., healthcare professionals) should follow their existing policies 
and procedures that govern the proper handling and disposal of potentially infectious waste, e-scrap, and 
batteries. 

*29 CFR 1910.1030-Bloodborne pathogens (Code of Federal Regulations)

**Directive 2002/96/EC-Directive on waste electrical and electronic equipment (WEEE)
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10.6 Warranty and Limited License
ACCU-CHEK Aviva Combo Meter Limited 4-Year Warranty

Roche Insulin Delivery Systems Inc. (“Roche”), a member of the Roche Group, warrants to the original 
purchaser of the meter that your ACCU-CHEK Aviva Combo meter will be free from defects in materials and 
workmanship for 4 years from the date of purchase. If during this 4-year period, the meter does not work 
properly because of a defect in materials or workmanship, Roche will replace it with a new ACCU-CHEK 
Aviva Combo meter or equivalent product free of charge. The warranty on the replacement meter will expire 
on the date of the original warranty expiration or 90 days after the shipment of a replacement system, 
whichever period is longer. The purchaser’s exclusive remedy with respect to the ACCU-CHEK Aviva Combo 
meter shall be replacement.

This warranty does not apply to the performance of an ACCU-CHEK Aviva Combo meter that has been 
damaged by accident or has been altered, misused, tampered with, or abused in any way.
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THE PRECEDING WARRANTY IS EXCLUSIVE OF ALL OTHER WARRANTIES, AND ROCHE MAKES NO OTHER 
WARRANTIES, EXPRESS OR IMPLIED, INCLUDING WITHOUT LIMITATION, THE IMPLIED WARRANTY OF 
MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE. IN NO EVENT SHALL ROCHE BE LIABLE TO 
THE PURCHASER OR ANY OTHER PERSON FOR ANY INCIDENTAL, CONSEQUENTIAL, INDIRECT, SPECIAL, OR 
PUNITIVE DAMAGES ARISING FROM OR IN ANY WAY CONNECTED WITH THE PURCHASE OR OPERATION OF 
THE METER OR ITS PARTS. NO WARRANTY OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE, 
IF ANY IS IMPLIED FROM THE SALE OF THE METER, SHALL EXTEND FOR A LONGER DURATION THAN FOUR 
YEARS FROM THE DATE OF PURCHASE.

Some states do not allow limitations on how long an implied warranty will last or the exclusion of incidental 
or consequential damages, so the above limitation and exclusion may not apply to you. This warranty gives 
you specific legal rights, which vary from state to state.
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Warranty Instructions

All requests for return of ACCU-CHEK Aviva Combo meters under the preceding warranty must be made to 
ACCU-CHEK Customer Care Service Center. You will be mailed a return authorization label, which must be 
affixed to your carton for shipping the system to Roche. Cartons received without this label will be returned to 
you at your expense. 

Customers experiencing difficulties should review the troubleshooting information in Chapter 9 of this booklet. 
Further inquiries should be directed to ACCU-CHEK Customer Care Service Center at 1-800-688-4578.

Be sure to fill out and mail the Warranty Card that comes with the ACCU-CHEK Aviva Combo system.
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Limited License

CAUTION

A RESTRICTED LICENSE LIMITS USE OF THE ACCU-CHEK AVIVA COMBO SYSTEM—READ CAREFULLY THE 
LIMITATIONS RECITED BELOW.

The ACCU-CHEK Aviva Combo system (meter, including the code key, and test strips) and its use are 
protected by U.S. Patent Nos. 6,645,368 (expires 22-December-2017); 5,366,609 (expires 8-June-2013); 
5,352,351 (expires 8-June-2013); 7,276,146 (expires 4-October-2022); 7,276,147 (expires 4-October-2022); 
7,407,811 (expires 9-May-2020); 7,452,457 (expires 2-May-2026); 7,488,601 (expires 1-February-2026); 
7,494,816 (expires 29-December-2019); 7,569,126 (expires 28-December-2026); and 7,604,721 (expires 
12-August-2026).  A license to use the ACCU-CHEK Aviva Combo system is required until the expiration of the 
last-to-expire patent listed above and is only granted when the ACCU-CHEK Aviva Combo meter is used with 
the ACCU-CHEK Aviva Plus test strips and ACCU-CHEK Aviva Plus code keys.

ACCU-CHEK Aviva Plus test strips are provided with a specifically matched ACCU-CHEK Aviva Plus code key.  
These test strips and code keys are specifically manufactured for operation with the ACCU-CHEK Aviva Combo 
meter.  Use of other test strips with an unmatched code key or even with the matched code key supplied by 
another manufacturer may prevent or impair the proper function of the ACCU-CHEK Aviva Combo system.
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Using the ACCU-CHEK Aviva Combo system indicates your acceptance of the restricted license to use 
the ACCU-CHEK Aviva Combo system only with ACCU-CHEK Aviva Plus test strips and the corresponding 
ACCU-CHEK Aviva Plus code key.  If you do not agree to the terms and conditions of the restricted license, you 
may return, at the place of purchase, the unused ACCU-CHEK Aviva Combo system for a full refund.  If you 
have any questions, please call the ACCU-CHEK Customer Care Services Center at 1-800-688-4578.

Except where prohibited by statute, all warranties covering the ACCU-CHEK Aviva Combo system are voided 
by use of the ACCU-CHEK Aviva Combo system with any test strips or code keys other than ACCU-CHEK  
Aviva Plus test strips or code keys.
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CAUTION

A RESTRICTED LICENSE LIMITS USE OF THE ACCU-CHEK FASTCLIX SYSTEM (device and lancet drums). 
READ CAREFULLY THE LIMITATIONS RECITED BELOW.

The ACCU-CHEK FastClix system (device and lancet drums) and its use are protected by U.S. Patent Nos. 
Re. 35,803 (expires 9-December-2012); 7,322,998 (expires 3-March-2020); and 7,785,338 (expires 
5-January-2026).  A license to use the ACCU-CHEK FastClix system is required until the expiration of the  
last-to-expire patent listed above and is only granted when ACCU-CHEK FastClix lancet drums are used with 
the ACCU-CHEK FastClix device.

ACCU-CHEK FastClix lancet drums are high precision components that are produced to the close tolerances 
required for satisfactory operation with the ACCU-CHEK FastClix device.  Use of other lancet drums with the 
ACCU-CHEK FastClix device may prevent or impair proper function of the ACCU-CHEK FastClix device.
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Using the ACCU-CHEK FastClix device indicates your acceptance of the restricted license to use the 
ACCU-CHEK FastClix device only with ACCU-CHEK FastClix lancet drums.  If you do not agree to the terms and 
conditions of the restricted license, you may return, at the place of purchase, the unused ACCU-CHEK FastClix 
device for a full refund.  If you have any questions, please call the ACCU-CHEK Customer Care Services Center 
at 1-800-688-4578 .

Except where prohibited by statute, all warranties covering the ACCU-CHEK FastClix device are voided by use 
of the ACCU-CHEK FastClix device with any lancet drums other than ACCU-CHEK FastClix lancet drums.
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10.7 Additional Supplies
Test Strips

ACCU-CHEK Aviva Plus 50 ct test strips
ACCU-CHEK Aviva Plus 100 ct test strips

Control Solutions
ACCU-CHEK Aviva 2 level control solutions
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Appendices
Appendix A: Abbreviations
Abbreviation Definition
AM Ante Meridiem (12-hour clock notation for “before noon”)

BE Bread Equivalent (equal to 12 grams of carbohydrates)

bG Blood Glucose

Carbs Carbohydrates

CC Carbohydrate Choice (equal to 15 grams of carbohydrates)

°F Degrees Fahrenheit

FCC Federal Communications Commission (United States)

g Grams

GHz Gigahertz
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Abbreviation Definition
Hyper Hyperglycemia (high blood glucose)

Hypo Hypoglycemia (low blood glucose)

IR Infrared

ISO International Organization for Standardization

KE Kohlenhydrateinheit (equal to 10 grams of carbohydrates)

LCD Liquid Crystal Display

mg/dL Milligrams per Deciliter

N/A Not Applicable

NIST National Institute of Standards and Technology (United States)

PIN Personal Identification Number

PM Post Meridiem (12-hour clock notation for “after noon”)

RF Radio Frequency
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Abbreviation Definition
SD Standard Deviation

U Units (bolus insulin units)
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Appendix B: Carb Units
For carbohydrates, the following units of measure are available on the meter.

Abbreviation Unit of Measurement Gram Equivalent
g Grams* 1 gram

KE Kohlenhydrateinheit 10 grams

BE Bread Equivalent 12 grams

CC Carbohydrate Choice 15 grams

*Standard unit of measure in the U.S.
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Appendix C: Explanation of Symbols
You may encounter the following symbols on the packaging, on the type plate (back of meter), and in the 
instructions for the ACCU-CHEK Aviva Combo meter, shown here with their meaning.

w Caution, refer to safety-related notes in the instructions for use accompanying this 
product.

Federal law (USA) restricts this device to sale by or on the order of a physician per 
21 CFR 801.109.*

1.5V AAA

* Code of Federal Regulations
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Appendix D: Meter Settings and Range Limits
mg/dL
Data Type Unit of Measurement MIN MAX Increments Default Setting
Acting Time hours:minutes 1:30 8:00 0:15 4:00

Active Insulin Units 0 99.9 0.1 N/A

bG Threshold (High) mg/dL 120 350 1 Hyper Warning Limit

bG Threshold (Low) mg/dL 50 100 1 Hypo Warning Limit

Carb Ratio (carbs) grams
BE
KE
CC

1
0.1
0.1
0.1

240
20
24
16

1
0.1
0.1
0.1

No entry (“--- g”)
No entry (“--- BE”)
No entry (“--- KE”)
No entry (“--- CC”)

Carb Ratio (insulin) Units 0.1 50 0.1 1

Carbohydrates grams
BE
KE
CC

0
0
0
0

240
20
24
16

1
0.1
0.1
0.1

No entry (“--- g”)
No entry (“--- BE”)
No entry (“--- KE”)
No entry (“--- CC”)
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Data Type Unit of Measurement MIN MAX Increments Default Setting
Exercise 1 (health 
event)

% -50 50 1 0

Exercise 2 (health 
event)

% -50 50 1 0

Extended Bolus 
(insulin)

Units 0 501 0.1 N/A

Hyper Warning Limit mg/dL 180 350 1 300

Hypo Warning Limit mg/dL 50 90 1 70

Illness (health event) % -50 50 1 0

Insulin Sensitivity 
(bG)

mg/dL 1 999 1 No entry (“---mg/dL”)

Insulin Sensitivity 
(insulin)

Units 0.1 50 0.1 1

Meal Rise (bG) mg/dL 50 200 1 50

Multiwave Bolus 
(insulin)

Units 0.2 501 0.1 N/A
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Data Type Unit of Measurement MIN MAX Increments Default Setting
Offset Time hours:minutes 0:45 Acting 

Time
0:15 1:00

Premenstrual 
(health event)

% -50 50 1 0

Snack Size (carbs) grams
BE
KE
CC

0
0
0
0

24
2
2.4
1.6

1
0.1
0.1
0.1

No entry (“--- g”)
No entry (“--- BE”)
No entry (“--- KE”)
No entry (“--- CC”)

Standard Bolus 
(insulin)

Units 0 501 0.1 N/A

Stress (health event) % -50 50 1 0

Target Range Upper 
Value

mg/dL 100 300 1 140

Target Range Lower 
Value

mg/dL 50 140 1 70

1 The maximum that can actually be delivered may be less due to the ACCU-CHEK Spirit Combo pump’s maximum 
insulin amount.
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The following are the default settings for bG test reminders. To turn on a bG test reminder, see Setting Alarm 
Clock Reminders: bG Test, Other in Chapter 5, Changing Meter Settings.

Test Reminder Default Time of Day
1 7:00 am

2 9:00 am

3 11:00 am

4 12:00 pm

5 2:00 pm

6 4:00 pm

7 7:00 pm

8 10:00 pm
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The following are the default settings for the time blocks. Talk to your healthcare professional about setting 
up time blocks to help you manage your diabetes. To adjust the time blocks, see Chapter 5, Changing Meter 
Settings.

Time Block 12-Hour Format
1 12:00 am–5:30 am

2 5:30 am–11:00 am

3 11:00 am–5:00 pm

4 5:00 pm–9:30 pm

5 9:30 pm–12:00 am
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Appendix E: References
1.  FDA Public Health Notification: “Use of Fingerstick Devices on More than One Person Poses Risk for 

Transmitting Bloodborne Pathogens: Initial Communication, (2010).” http://www.fda.gov/MedicalDevices/
Safety/AlertsandNotices/ucm224025.htm. Accessed June 8, 2011.

2.  CDC Clinical Reminder: “Use of Fingerstick Devices on More than One Person Poses Risk for Transmitting 
Bloodborne Pathogens, (2010).” http://www.cdc.gov/injectionsafety/Fingerstick-DevicesBGM.html.  
Accessed June 8, 2011.

3.  Healthcare Infection Control Practices Advisory Committee (HICPAC), William A. Rutala, Ph.D., M.P.H., and 
David J. Weber, M.D., M.P.H. Centers for Disease Control and Prevention, 2008. “Guideline for Disinfection 
and Sterilization in Healthcare Facilities. Atlanta.”
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Glossary
Term Definition
7-day average Includes results generated today and the previous 6 days.

Acting Time The period of time from the start of the meal rise or the delivery of a 
correction bolus until your blood glucose level is expected to return to the 
target level.

Active Insulin Bolus insulin that has been given to lower your blood glucose but has not 
yet been fully used.

Advice Options Factors that influence bolus advice calculations including meal rise, 
snack size, acting time, and offset time.

After High bG Reminder A reminder to retest your blood glucose. When enabled, this reminder 
occurs after a high blood glucose test result.

After Low bG Reminder  A reminder to retest your blood glucose. When enabled, this reminder 
occurs after a low blood glucose test result.

After Meal Reminder A reminder to retest your blood glucose. When enabled, this reminder 
occurs after a meal. For this reminder to occur, you must enter 
carbohydrate data greater than the snack size amount.

Alarm Audible or vibrating (silent) notification indicating a reminder, warning, or 
error.
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Term Definition
bG Test Reminders Reminders to retest your blood glucose after a high blood glucose test 

result, after a low blood glucose test result, or after a meal.

bG Threshold  A bG test reminder setting. The upper limit for your blood glucose for a 
high bG test reminder and the lower limit for your blood glucose for a low 
bG test reminder.

Blood Glucose (bG) The level of glucose in blood.

Bluetooth Wireless Technology  Wireless short-range communications technology which connects 
devices (such as meter and pump) in order to exchange information.

Bolus The delivery of insulin all at once rather than slowly throughout the day, 
usually used to compensate for meals or high blood glucose.

Bolus Advice  When enabled, bolus advice provides recommendations on the amount of 
insulin for food intake and for correcting blood glucose levels that are not 
within your target range.

Bolus Advice Options  See Advice Options.

Bolus Delivery Start Delay The Standard Bolus icon blinks for five seconds and then the meter 
communicates to the pump to begin delivery of the bolus amount. During 
this delay you are able to cancel the bolus delivery by pressing x or z. 
The meter beeps and returns to the Pump Run screen.
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Term Definition
Carb Ratio The amount of insulin necessary to account for a certain number of 

carbohydrates.

Carbohydrates (or Carbs) Carbohydrate foods include sugars and starches. Carbohydrates can 
raise blood glucose levels slowly or rapidly. Carbohydrates are generally 
counted to calculate a bolus insulin dose.

Control Result Value displayed on meter as the result of a control test. When the Control 
Result is within the range shown on the label of the test strip container, 
then the test strips and the meter are working properly.

Control Test  A meter test using control solution which lets you know that the meter 
and test strips are working properly.

Corrupt Result bG test result that had an error.

Current Date  Refers to the date you set through the menu Settings and then in the 
Time/Date screen.

Current Time  Refers to the time you set through the menu Settings and then in the 
Time/Date screen.

Day Period of time starting at 12:00 am and ending at 11:59 pm.

End Time The end time of a time block.
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Term Definition
Extended Bolus  A bolus delivered over a period of time. It might be helpful during long 

meals or when you have meals that are digested slowly. The Extended 
Bolus may also be appropriate for people who have gastroparesis 
(delayed digestion). This option is available only when Bluetooth wireless 
technology is turned on and the meter and pump are communicating.

Health Events  A pop-up menu selection (exercise 1, exercise 2, stress, illness, 
premenstrual, or fasting) that allows information to be stored with a 
blood glucose test result or in a diary record and percentages that could 
adjust bolus advice recommendations for your current health status or 
activities.

HI The test result is above the meter’s measurement range.

Hyper Hyperglycemia: an abnormally high level of glucose in the blood.

Hyper Warning Limit When your blood glucose test result is above the hyper warning limit, a 
warning is displayed.

Hypo  Hypoglycemia: an abnormally low level of glucose in the blood.

Hypo Warning Limit When your blood glucose test result is below the hypo warning limit, a 
warning is displayed.

Insulin Pump  A device that delivers a continuous supply of insulin into the body.
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Term Definition
Insulin Sensitivity The amount of insulin necessary to lower your blood glucose by a certain 

amount.

Ketones  A by-product or waste product when your body burns stored fat for 
energy. Ketones are produced when there is not enough insulin to help 
your body use glucose for energy. Without enough insulin, glucose builds 
up in the blood.

Key Lock  A meter function which disables the keys (buttons) in order to prevent its 
unintended use.

LO The test result is below the meter’s measurement range.

Meal Rise  Enter the maximum increase in your blood glucose test result that is to 
be tolerated without an additional correction bolus.

Meal Time  A pop-up menu selection (Pre Meal, Post Meal, Bedtime, or other) that 
allows information to be stored with a blood glucose test or in a diary 
record.

Meter Blood glucose meter.
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Term Definition
Multiwave Bolus A bolus designed to better simulate the body’s insulin delivery. It 

combines an immediate bolus delivery followed by an Extended Bolus 
delivery. A Multiwave Bolus can be helpful when you have meals that 
include both rapidly and slowly absorbed carbohydrates. This option is 
available only when Bluetooth wireless technology is turned on and the 
meter and pump are communicating.

Note  Additional information.

Offset Time Offset time takes into account the expected delay for the blood glucose 
level to actually fall during the acting time of insulin in the body. It 
describes the first time period within the acting time.

Paired A pump and meter exclusively communicating and transferring 
information with each other.

Pump  See Insulin Pump.

Quick Bolus A bolus delivery on the pump using the pump UP and DOWN keys. One 
key press equals one bolus increment (i.e., 0.1, 0.2, 0.5, 1.0, 2.0). See 
the pump User Guide for more information.

Remind After  A bG test reminder setting. The amount of time after a high blood glucose 
test result, after a low blood glucose test result, or after a meal you want 
the reminder to occur.
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Term Definition
Reminder When enabled, reminders occur to remind you to test your blood glucose, 

to retest your blood glucose or of an event or activity.

Snack Size The amount of carbohydrates that is not to be counted as a regular meal 
with the expected meal rise.

Snooze Delay of some reminders for a defined time period.

Soft Keys  Two buttons under the meter display used to navigate through the user 
interface. Just above each soft key, the meter display shows the 
selection (i.e., Save, Cancel, Back, etc.). 

Standard Bolus A bolus that is immediately delivered to cover a food or a blood glucose 
correction. When Standard is selected, the bolus is delivered by the 
pump. This option is available only when Bluetooth wireless technology is 
turned on and the meter and pump are communicating.

Standard Deviation  As it is used in this owner’s booklet, standard deviation measures how 
widely spread the bG test results are (e.g., if the bG test results are close 
to the bG average, then the standard deviation is small).

Start Time  The start time of a time block.

Target Range The desired upper and lower limits of your blood glucose level considered 
acceptable as set by your healthcare professional.
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Term Definition
Time Blocks  Up to eight time periods within one day to facilitate your changing insulin 

needs throughout the day.

Time Range The user sets the duration of time. There is a start and end time. 

User A person using the meter or pump.

Warning  Describes items and conditions that present hazards and may cause 
personal injury.

Warning Limits See Hyper Warning Limit or Hypo Warning Limit. 
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Index

A
abbreviations,  287–289
acting time,  158–160, 169
active insulin,  51–54
advice options,  168–169
after high bG test reminder,  139–143, 206, 

208, 210
after low bG test reminder,  139–143, 206, 

209–210
after meal bG test reminder,  139–143, 

206–207, 210, 213
alarm clock reminders,

bG test,  28, 144–146, 210, 214
other,  28, 144–146, 210, 214–215

appetite, increased,  61

B
backlight,

button,  13, 16–17

display,  19
settings,  199–200

batteries,
changing,  241–243
low,  30
type,  241, 243

BE,  179–181, 290
beeper, settings,  30, 185–187
bG threshold,  141–142
blood glucose averages,  97–98
blood glucose test,

features,  20
performing,  43–51
reminder,  27, 206, 295
results,  48, 51–60
unusual results,  55–60

Bluetooth wireless technology,
communication,  272–273
turning on or off,  16, 31, 182–183
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blurred vision,  61
bolus advice,  21, 152–160
bolus advice options. See advice options
bolus, delivery,  22, 252
buttons,  13, 15–17

C
carbohydrates,

adjustments,  51–54
units of measure,  179–181, 290

carb ratio,  156, 253
carbs. See carbohydrates
CC,  179–181, 290
cleaning,

lancing device,  234–236
meter,  228–232

code chip. See code key
code key,  14, 39–40, 253, 257, 259
code number,  45
coding the meter,  39–40
communication,  249, 253–255, 261

control solution,  14, 66, 69
control test,

performing,  65, 67–72
results,  70–71, 73–76
results, troubleshooting,  77–78

D
data,

adding,  52–54, 92–94
downloading to a computer,  23, 133–135
modifying,  83–91
reporting,  95–132
trends,  22, 99–108
viewing,  83–91

date,
reminders,  28, 147–151, 210
setting,  188–190

display,  13, 19, 249
disposing, meter,  275–276
dr. visit reminder,  147–151, 207–208, 210
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E
electromagnetic compatibility,  273
errors, list of,  222–224

F
fatigue,  61
frequent urination,  61

G
g (grams),  179–181, 290
graph,

standard day,  110–113
standard week,  119–122
target,  127–129
trend,  100–104

H
headache,  61
health events,  26, 51–54, 89, 93, 158, 

166–167
high bG retest reminder,  208, 212

hyper warning limit,  23, 170–172, 250, 262
hypo warning limit,  23, 170–172, 250, 262

I
icons, listing,  85–86, 203–204
infrared (IR) window,  13–14, 134
infusion set change reminder,  147–151, 208, 

210
insulin pump,  18
insulin pump, connecting. See pairing
insulin sensitivity,  156, 261

K
KE,  179–181, 290
key lock,  17, 20, 173–175
key sound, settings,  185–187

L
lab test reminder,  147–151, 209–210
lancing device,  46–47
language, setting,  176–178
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lock. See key lock
low bG retest reminder,  209–211

M
maintenance, meter,  245
meal rise,  158, 160, 169
meal time,  51–54, 89
meter,

settings and range limits,  292–297
summary of features,  13, 19–28

N
navigation,  35–36
numbness,  61

O
offset time,  159–160, 169

P
pairing,  17, 184
power button,  13, 15–17

power-saving tips,  244
pump. See insulin pump

R
rapid heartbeat,  61
reminders,

blood glucose test. See blood glucose test, 
reminder

important information,  210–215
list of,  206–209
other,  209
priority,  210

S
safety information, product,  272–274
screen, features,  30, 33–34
scroll bar,  33
signal settings,  20
snack size,  142–143, 158–160, 169
snooze,  139, 144, 205, 215
soft keys,  13, 15–17
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sound. See beeper, settings
specifications, meter,  270–271
standard day, reporting,  109–117
standard deviation,  95–96
standard week, reporting,  118–125
supplies,  284
sweating,  61
symbols, explanation,  291

T
table,

standard day,  114–117
standard week,  123–125
target,  130–132
trend,  105–108

target range,  153, 156, 164, 191–193, 263
target, reporting,  126–133
test results,

storing,  81–82
unusual,  59–60

test strip,  14, 256, 265

thirst, increased,  61
time blocks,  24–25, 152–165, 191–198, 296
time change, data,  100, 102, 105–106
time format, setting,  188–189
time, setting,  188–190
tingling,  61
trembling,  61
troubleshooting,  249–266

U
units of measure. See carbohydrates, units of 

measure
unlock. See key lock
use by date,  41, 59, 66, 77

V
vibrate, settings,  185–187

W
warnings, list of,  216–221
warranty,  277–279
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Before You Start Testing
About the meter and test strips
•  Carefully read and follow the instructions in the Getting Started Guide, the Standard Owner’s Booklet, the 

Advanced Owner’s Booklet, and Package Inserts for the test strips and control solutions. Not following the 
instructions may lead to a wrong result or improper treatment, causing you health problems.

•  Set the time and date on your meter before you begin testing. 

•  Inspect the test strip container before using the test strips for the first time. If you see any damage to the 
container cap or if anything prevents the cap from closing properly, do not use the test strips. Contact 
ACCU-CHEK Customer Care Service Center at 1-800-688-4578. Damaged test strips can cause inaccurate 
results, which could lead to improper treatment.

•  Carefully dispose of used test strips and lancets.

•  Home use of the ACCU-CHEK Aviva Combo system is limited to capillary whole blood testing.

Roche USA – 51451 
V4/1 – 00048010156/B – Black –

Roche USA – 51451 
V4/2 – 00048010156/B – Cyan –

Roche USA – 51451
V4/3 – 00048010156/B – Magenta –

Roche USA – 51451
V4/4 – 00048010156/B – Yellow –

NOTE

The terms “blood sugar” and “blood glucose” have the same meaning. In this manual we will use the 
term “blood glucose” when referring to “blood sugar.”
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About Your New Meter
•  The meter is designed and can be used for testing fresh capillary whole blood samples (for example, blood 

from a fingertip).

•  Only use ACCU-CHEK Aviva Plus test strips. Other test strips will give inaccurate results.

•  Although you always apply whole blood to the test strip, the system has been calibrated to deliver 
plasma-like values for easier comparison to lab results.

•  The meter, test strips, and control solution are only for use outside the body (in vitro). Do not eat the test 
strips. Do not swallow or inject the control solution, or use the control solution for any purpose other than 
testing the ACCU-CHEK Aviva Combo system.
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iii

About Testing Yourself or Others

•  If you are very dehydrated or urinating frequently, you may get an inaccurate test result. If you think you are 
dehydrated, call your healthcare professional right away.

•  Some people with diabetes do not experience symptoms of low blood glucose (hypoglycemia). Others, such 
as children or people who are unconscious or have certain disabilities, may not be able to communicate 
their symptoms to caregivers. For these reasons, do not change any treatment without first talking to a 
healthcare professional.

•  Run a control test when you open a new box of test strips or if you think that your test result is incorrect. 
Running a control test lets you know that the meter and test strips are working properly.
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iv

•  Refer to the Test Strip and Control Solution Package Inserts for additional health-related information.

•  It is always a good idea to have a back-up testing method available. Failure to test could cause a delay in 
treatment decisions and lead to a serious medical condition. Examples of back-up testing methods include 
a back-up meter or testing by a lab. Ask your healthcare professional or pharmacist about other possible 
back-up methods.

DO NOT CHANGE YOUR TREATMENT BASED ON A SINGLE RESULT THAT DOES NOT MATCH 
HOW YOU FEEL OR IF YOU BELIEVE THAT YOUR TEST RESULT COULD BE INCORRECT.
If your blood glucose result doesn’t match how you feel and you have followed the instructions in your 
owner’s booklets, follow your healthcare professional’s instructions or call your healthcare professional.

Special Information to Consider When Using This Meter
•  Do not use this device to measure blood glucose if you or a person to whom you are providing care is 

experiencing cardiovascular collapse (severe shock) or decreased peripheral blood flow.

•  Consult your healthcare professional to determine if it is appropriate for your child to be taught how to use 
the meter system or any other medical products.
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Your new meter includes three booklets:

•  Getting Started Guide:
 Use this booklet to set up the meter.

•  Standard Owner’s Booklet:
 Use this booklet for instructions on how to operate 

the standard features of the meter.

•  Advanced Owner’s Booklet:
 Use this booklet for instructions on how to operate 

the advanced features of the meter.

Introduction
Whether the ACCU-CHEK Aviva Combo meter is your first blood glucose meter or you have used a meter for 
some time, please take the time to read the Getting Started Guide, the Standard Owner’s Booklet, and the 
Advanced Owner’s Booklet carefully before you use your new meter. To use it correctly and dependably, you 
need to understand its operation, screen displays, and all individual features.

Should you have any questions, please contact ACCU-CHEK Customer Care Service Center at 
1-800-688-4578.

This booklet includes information about:

•  Taking bolus advice

• Administering a bolus

•  Using the ACCU-CHEK Aviva Combo meter with the 
ACCU-CHEK Spirit Combo pump

•  Communication between the ACCU-CHEK 
Aviva Combo meter and the ACCU-CHEK  
Spirit Combo pump

•  Bolus advice calculations
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WARNING

Choking hazard. Small parts. Keep away from children under the age of 3 years.
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1.1 Overview
Important information regarding the use of bolus advice is presented in this chapter. Read it carefully and 
completely before you begin using bolus advice.

•  It is recommended you discuss your bolus advice settings with your healthcare professional prior to setting 
up this feature.

•  Bolus advice is intended exclusively for use by well-trained individuals who perform their own insulin 
therapy.

•  Bolus advice is only available if you have set up bolus advice on your meter. For instructions on how to set 
up bolus advice, see the Standard Owner’s Booklet.

•  Bolus advice calculates insulin doses for you based on many different pieces of information, such as:

• The values you entered in the setup of bolus advice

• Your current blood glucose test result

• The amount of carbohydrates you estimated for a meal

• Your current health event status

• The blood glucose lowering due to prior correction doses

• The blood glucose influence of your most recent meal
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NOTE

•  This booklet shows sample screens. The screens in this booklet may look slightly different from the 
screens on your ACCU-CHEK Aviva Combo meter. If you have any questions about the meter screens, 
contact ACCU-CHEK Customer Care Service Center at 1-800-688-4578.

• Blood glucose and bG are interchangeable and mean the same thing.
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1.2 Before Using Bolus Advice
As with any specialized feature, you need to understand certain information in order to use bolus advice. 
Working closely with your healthcare professional, you must be completely familiar with your diabetes 
therapy. You must also be able to judge your current situation accurately. Bolus advice calculates boluses for 
you. This can help you determine the amount of insulin you currently require. You provide the information on 
which the bolus advice calculations are based.

Bolus advice is not able to judge your current situation independently of your own estimation. It cannot 
correct possible input errors. This is particularly true for the carbohydrate amount entered. Entries that 
exceed possible limits are recognized as such and in this case you are prompted to check the entry and 
correct it, if necessary. However, as long as the entries fall within a possible range, the accuracy cannot be 
checked by your meter. No warning message is displayed if the data are possible (within the acceptable 
ranges) but incorrect. Therefore, it is important to carefully review all of your entries.

51451_00048010156_B.indb   10 8/7/12   12:22 PM875

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



1

11

Safety Information Regarding Bolus Advice

WARNING

•  It is very important you follow the safety information in this chapter.

•  Always compare your result with the way you actually feel and adjust the recommended bolus, if 
necessary.

•  Always carry out the actions entered into bolus advice in a timely fashion. Eat the carbohydrate 
amount you entered and administer the insulin dose.

The following information is not taken into account when bolus advice is used:

•  It is possible the values entered when setting up bolus advice do not match the way your body actually 
feels. In this case, you can increase or decrease the bolus insulin dose to adjust it to your needs.

•  Bolus insulin doses and meals taken before bolus advice is used for the first time cannot be reflected in the 
calculation. The same applies for bolus insulin doses and meals that were taken but not entered into your 
meter.

•  If you delivered a bolus on your pump without using bolus advice, this information is entered in your diary. 
It is important that you enter carbohydrate information into the diary with this bolus in order to obtain 
accurate bolus advice recommendations. For information on how to enter information into the diary, see 
the Standard Owner’s Booklet.

•  The basal insulin doses you record do not influence the bolus advice.
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Warning messages about your blood glucose test result

After performing a blood glucose test, warning messages about your blood glucose test result may be 
displayed. Please take careful note of these messages. If your blood glucose test result is too low, you 
are prompted to eat a certain amount of fast acting carbohydrates to prevent the risk of hypoglycemia. A 
bolus is not calculated in this situation. Treat your low blood glucose as recommended by your healthcare 
professional.

Summary

• It is recommended that you set up bolus advice with your healthcare professional.

• Carefully check all of your entries.

•  Make sure all recent meals and insulin doses are in My Data for accurate bolus advice recommendations. 

• If you administer a bolus manually on your pump: 

•  Take note of all warning messages, especially those regarding high or low blood glucose test results. 
Immediate action may be necessary.

• Always compare your result with the way you actually feel and adjust the bolus, if necessary.

• Always carry out the actions entered in bolus advice in a timely fashion.
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1.3  Calculating and Delivering a Bolus Using Bolus Advice

bG Test Result

Active Insulin

Carb Entry

Health Event Entry

Bolus Type

Recommended Bolus 
Amount
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To Deliver a Bolus
Main Menu > Bolus Advice

1.

j  From the Main Menu, select 
Bolus Advice and press =.

2.

j  If you have not completed 
a recent blood glucose test 
(this is indicated when “bG 
Test” is displayed near the 
top of the meter screen rather 
than an actual bG value), it is 
recommended you complete a 
blood glucose test. Select bG 
Test and press =. See the 

Standard Owner’s Booklet for 
information on how to perform 
a blood glucose test. When 
the detailed bG Result screen 
appears, select Bolus.

To Enter a Carbs Amount:
j  Select the Carbs entry field 

and press =. 
j  Set the amount of 

Carbohydrates and press =.

To Enter a Health Event:
j  Select the Health entry field 

and press =. 
j  Select a Health Event and 

press =.
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To Adjust the Bolus Amount:
j  Select the Bolus entry field 

and press =.
j  Set the Bolus insulin amount 

and press =.

To deliver a …
j Standard Bolus: Step 3
j Multiwave Bolus: Step 6
j Extended Bolus: Step 9
j  Bolus manually on the 

Pump: Step 12
j  Bolus using an Insulin Pen 

or Syringe: Step 14

3. 4.
To Deliver a Standard Bolus
j  Select the Type entry field and 

press =. 
j  Select Standard and press =.

To confirm the entries, select 
Confirm.

j  To deliver the Standard bolus 
remotely on your pump using 
your meter, select Deliver and 
proceed to the next step.

j  To return to the Bolus Advice 
screen, select Back.
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5.

j  Select OK and display the Main 
Menu. Bolus delivery continues 
until it is complete.

j  To stop bolus delivery, select 
Stop Bolus. The Pump screen 
BOLUS CANCELLED appears.

Note: Bolus delivery can be 
stopped using your pump. For 
instructions, see the pump User 
Guide.

If no buttons are pressed, when 
the bolus delivery is complete 
the Delivery Completed screen 
appears.
j  Select Menu to go to the Main 

Menu.

You can choose one of the following:
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6. 7.
To Deliver a Multiwave Bolus 
j  Select the Type entry field and 

press =. 
j  Select Multiwave and press 

=.

To confirm the entries, select 
Confirm.

j  To change the immediate 
bolus, select Immediate entry 
field and press =.

j  Set the bolus amount and 
press =.

j  To change the duration, select 
the Duration entry field and 
press =.

j  Set the length of duration and 
press =.

j  To deliver the Multiwave bolus 
remotely on your pump using 
your meter, select Deliver.

j  To return to the Bolus Advice 
screen, select Back.
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j  To stop bolus delivery, select 
Stop Bolus. The Pump screen 
BOLUS CANCELLED appears. 

Note: Bolus delivery can be 
stopped using your pump. For 
instructions, see the pump User 
Guide.

If no buttons are pressed, when 
the bolus delivery is complete 
the Immediate Delivery 
Completed screen appears. 
j  Select Menu to go to the Main 

Menu.

8.

j  Select OK and display the Main 
Menu. Bolus delivery continues 
until it is complete.

You can choose one of the following:
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9.
To Deliver an Extended Bolus 
j  Select the Type entry field and 

press =. 
j Select Extended and press =.

To confirm the entries, select 
Confirm.

10. 11.

j  To adjust the duration, select 
the Duration entry field and 
press =.

j  Set the length of duration and 
press =.

j  To deliver the Extended bolus 
remotely on your pump using 
your meter, select Deliver.

j  To return to the Bolus Advice 
screen, select Back.

j  Select Menu to go to the Main 
Menu.

Note: Bolus delivery can be 
stopped using your pump. For 
instructions, see the pump User 
Guide.
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12.
To Deliver a Bolus Manually 
on the Pump
j  Select the Type entry field and 

press =. 
j  Select Manual Pump and press 

=.
To confirm the entries, select 
Confirm.

13.

The bolus amount is displayed 
on the meter screen.
j  Manually program the pump 

and deliver the bolus, or if 
necessary, select Back and 
return to the Bolus Advice 
screen to adjust the bolus.

j  Select OK to go to the Main 
Menu.
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15.

The bolus amount is displayed 
on the meter screen.
j  Inject the bolus using an 

insulin pen or syringe or, if 
necessary, select Back and 
return to the Bolus Advice 
screen to adjust the bolus.

j  Select OK to go to the Main 
Menu.

14.
To Deliver a Bolus Using an 
Insulin Pen or Syringe
j  Select the Type entry field and 

press =. 
j  Select Pen/Syringe and press 

=.
To confirm the entries, select 
Confirm.
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WARNING

•  Bolus advice provided by the meter is solely advice. Contact your healthcare professional prior to 
changing your diabetes therapy.

•  It is important to make the correct selection for the carbohydrate ratio and insulin sensitivity. If you 
select the wrong ratio (the basis for all calculations), all future bolus advice recommendations will be 
wrong.

•  If a pump bolus delivery is stopped, the bolus amount stored in the meter is updated when the next 
pump synchronization occurs. Ensure the bolus information in the diary is correct prior to starting a 
new bolus advice calculation. For information on how to view and edit diary data, see the Standard 
Owner’s Booklet.

•  Accuracy of bolus advice will be impacted if Bluetooth wireless technology is off or the batteries are 
low. The bolus advice calculation will not include recent insulin boluses delivered by the pump.
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NOTE

•  Bolus advice can also be accessed after you perform a bG Test (see the Standard Owner’s Booklet). 
When the detailed bG Result screen is displayed, press .. This is not available if your bG result is 
below your hypo warning limit (red color bar is displayed).

•  For additional information about different bolus types, see Chapter 2, Administering a Bolus.

•  You can only select one health event for each bolus recommendation.
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2.1 Overview
There are several methods to deliver a bolus. 
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2.2 Choosing Your Bolus Type
There are several types of bolus delivery available. The bolus types include:

• Standard
A bolus that is immediately delivered to cover a food or a blood glucose correction. When Standard 
is selected, the bolus is delivered by the pump. This option is available only when Bluetooth wireless 
technology is turned on and the meter and pump are communicating.

• Multiwave
A bolus designed to better simulate the body’s insulin delivery. It combines an immediate bolus delivery 
followed by an Extended Bolus delivery. A Multiwave Bolus might be helpful, for example, when you have 
meals that include both rapidly and slowly absorbed carbohydrates. This option is available only when 
Bluetooth wireless technology is turned on and the meter and pump are communicating.
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• Extended
A bolus delivered over a period of time. The Extended Bolus might be helpful, for example, during long 
meals, dinners, or receptions, or when you have meals that are digested slowly or for people who have 
gastroparesis (delayed digestion). This option is available only when Bluetooth wireless technology is 
turned on and the meter and pump are communicating.

• Manual Pump
A Manual Pump bolus type is available when using bolus advice. It can be used at anytime, but is 
intended for times when the meter and pump are not communicating. You must manually program the 
pump to deliver the bolus. For instructions on how to program a bolus on the pump, see the pump User 
Guide.

• Pen/Syringe
The Pen/Syringe bolus type is available when using bolus advice. It can be used at anytime, but is 
intended for times when the meter and pump are not communicating and/or insulin delivery has been 
interrupted on the pump. You must use an insulin pen or syringe to inject the bolus amount.
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2.3 Delivering a Bolus

WARNING

• Incorrect meter settings may cause inappropriate insulin delivery. 
•  The meter must be configured with your personal settings prior to administering a bolus. If you are not 

sure about your personal settings, talk to your healthcare professional.
•  Work with your healthcare professional to determine the timing, amount, and type of bolus you need to 

deliver.
•  If an intended bolus is unintentionally stopped, it is recommended you administer the remaining bolus 

manually with the pump or remotely using the meter. You may also administer the bolus through bolus 
advice by entering the remaining bolus amount and then administering it. Check the meter diary or the 
pump diary to determine how much insulin has already been delivered. If the bolus was delivered and 
stopped via the meter, when the next pump synchronization occurs the amount of insulin delivered is 
updated in the meter diary.
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NOTE

You can cancel a bolus (including an extended bolus) that is being delivered by the pump directly on the 
pump or remotely using the meter (through the Pump Menu on the meter).

Delivering a Bolus Using Bolus Advice
For instructions on how to deliver a bolus using bolus advice, see Chapter 1, Bolus Advice.

Delivering a Bolus Using an Insulin Pen or a Syringe
Follow the instructions of your healthcare professional when delivering a bolus using an insulin pen or a 
syringe.

Delivering a Bolus Using the ACCU-CHEK Aviva Combo Meter and the ACCU-CHEK Spirit Combo Pump
You can use the meter to remotely deliver a bolus on the pump through bolus advice or through the Pump 
Menu. For instructions on how to deliver a bolus using bolus advice, see Chapter 1, Bolus Advice. For 
instructions on how to deliver a bolus remotely on the pump using the meter, see Chapter 3, Using the 
ACCU-CHEK Aviva Combo Meter with the ACCU-CHEK Spirit Combo Pump.
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2.4  Updating the Diary with Bolus Information
When the pump is synchronized with the meter, bolus information from the pump is imported into the meter. 
For any manual pump bolus record in the meter database with a time stamp that is older than 10 minutes 
and is not confirmed by the pump, the meter does away with the bolus record by changing the bolus amount 
to “0.0” on the next meter and pump synchronization. This eliminates the possibility of having a bolus on 
the meter that was not delivered on the pump.

If you used the bolus advice feature and delivered a bolus manually on the pump, it is important you update 
the information in the diary to reflect the amount of carbohydrates eaten with the bolus to ensure accurate 
bolus advice recommendations. If a bolus is delivered using an insulin pen or syringe (not through bolus 
advice), it is important to enter this information in the meter diary to ensure accurate bolus advice 
recommendations.

For instructions on how to add and edit data in your diary, see the Standard Owner’s Booklet.
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3

3 Using the ACCU-CHEK Aviva Combo Meter with 
the ACCU-CHEK Spirit Combo Pump

3.1 Overview 34
3.2 The System at a Glance 35
3.3 Controlling the Pump with the Meter 38
3.4 Managing Pump Errors, Warnings, and Reminders with the Meter 53
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The ACCU-CHEK Aviva Combo meter can be used to remotely control the ACCU-CHEK Spirit Combo insulin 
pump using Bluetooth wireless technology. Before using the meter to control the pump, it is important to 
understand how to operate the pump using the meter. 

If you experience any communication problems between the pump and meter, it is recommended that 
you go directly to the pump and operate the pump manually. For more information on troubleshooting 
communication between the meter and pump, see Chapter 5, Troubleshooting.

3.1 Overview
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3

In the meter’s Pump Menu, the meter buttons have different functions. The buttons function as button (key) 
presses on the pump.

3.2 The System at a Glance

The pump sends screens 
to the meter.

The meter sends button 
presses to the pump.

d f
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Meter Button Pump Key Function

x a j Move forward in an information screen
j Increase a setting
j Program a Quick Bolus
j Cancel a Quick Bolus
j Turn off the STOP-Warning

z s j Move backward in an information screen
j Decrease a setting
j Program a Quick Bolus
j Cancel a Quick Bolus
j Turn off the STOP-Warning

< d j  Cycles through menus, functions, and information screens

> f j  Selects current settings displayed on screen
j Saves changes
j Exits a screen
j Allows you to view the QUICK INFO screen

Button Functions in the Pump Menu
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3
Meter Button Pump Key Function

. d and  a j  Exits menus, function screens, and information screens 
without saving your changes

j Move to the previous screen

, None j Return to the Main Menu
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When Bluetooth wireless technology is turned on, the pump main screen appears on the meter when you are 
in the Pump Menu.

The meter is able to control the following pump functions:

• Standard Bolus
• Extended Bolus
• Multiwave Bolus
• Temporary Basal Rate
• My Data
• Basal Rate Selection
• Basal Rate Programming (1-5 all individual)
• Reminder Settings
• Time and Date Settings
• Pump Settings
• Therapy Settings
• Menu Settings
• Stop Your Pump

If you attempt to access a pump function that is not available through the meter, the meter displays the ONLY 
ACCESSIBLE ON PUMP screen.

3.3  Controlling the Pump with the Meter
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3
The following pump functions cannot be remotely controlled using the meter:

• Changing the insulin cartridge
• Priming the infusion set
• Rewinding the piston rod
• Data transfer (to a computer)
• Bluetooth wireless technology menu
• Display orientation and contrast

51451_00048010156_B.indb   39 8/7/12   12:22 PM904

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



40

NOTE

•  You can administer a bolus manually on the pump (without using the meter). When the meter and 
Bluetooth wireless technology are both turned on, the pump automatically transfers bolus information 
to the meter. If bolus advice is used, it is important you enter carbohydrate information into the meter 
for boluses delivered manually on the pump so that accurate bolus advice calculations are made.

•  When the meter is in the Pump Menu, the meter beeps and/or vibrates similarly to the pump.
•  When the meter and pump are communicating, any button press on the pump disables 

communication. 
•  You can cancel a bolus (including an extended bolus) that is being delivered by the pump directly on 

the pump or remotely on the meter (through the Pump Menu on the meter).
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3

Pump Screen

Corresponding Meter Buttons

Return to Main Menu

Pump Screens on the Meter

Bluetooth Wireless 
Technology Icon

Back
Pump double button press  
(d and a)
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In remote control mode, the Bluetooth wireless technology icon appears on the meter screen and on the 
pump screen.

To control the pump using the meter, you must be in the Pump Menu. From the Pump Menu, use the 
corresponding meter buttons to scroll through the pump menus and submenus (the same as you would 
on the pump). Instructions for how to deliver a standard bolus, how to program a temporary basal rate 
(TBR), and how to change the basal rate profile using the meter are provided in the following sections. For 
information on how to use the pump, see the pump User Guide.
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3
Delivering a Bolus – Standard Bolus
To Program a Standard Bolus Remotely Using the Meter

1.

j  From the Main Menu, select 
Pump and press =.

2.

j  Repeatedly press and release 
< until the STANDARD BOLUS 
screen appears. 

3.

j  Press > to select the Standard 
Bolus menu.
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5.

j  When the correct bolus 
amount is displayed, press > to 
confirm the bolus amount.

6.

j  The Standard Bolus icon blinks 
for 5 seconds (bolus delivery 
start delay). The meter beeps 
three times and vibrates once, 
then the pump begins to 
deliver the bolus amount.  
A countdown of the remaining 
bolus amount to be delivered 
appears on the meter display.

4.

j  Press x to increase or z to 
decrease the bolus amount.
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Time Cancelling the Bolus Result
When programming a Standard 
bolus (the bolus amount blinks on 
the screen)

j  If you do not press any meter 
buttons for approximately 20 
seconds, the meter returns to the 
Pump Run screen.

j  Exit the BOLUS AMOUNT screen 
and return to the STANDARD 
BOLUS screen by pressing 
. or by pressing < and x 
simultaneously.

j  Set the bolus amount to 0.0 
units. Press > to exit the BOLUS 
AMOUNT screen.

A bolus is not delivered.

During the bolus delivery start 
delay (Standard bolus icon is 
blinking)

j  Press x or z. The meter beeps 
and displays the pump warning 
W8: BOLUS CANCELLED. Press 
> twice to confirm and mute the 
warning. The meter then returns 
to the Pump Run screen.

A bolus is not delivered.

Cancelling a Standard Bolus
You may cancel a Standard bolus delivery.
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Time Cancelling the Bolus Result
During bolus delivery (meter is 
counting down the bolus amount)

j  Press and hold x or z for 
3 seconds until the meter beeps. 
The meter displays the pump 
warning W8: BOLUS CANCELLED. 
Press > twice to confirm and 
mute the warning. You can view 
the actual bolus amount that 
was delivered prior to the bolus 
cancellation by viewing the pump 
bolus history.

Bolus delivery is interrupted and 
stopped.

For more information, see the pump User Guide. Ensure the bolus cancellation was intended and 
program a new bolus, if necessary.
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3
Programming a Temporary Basal Rate (TBR)

1.

j  From the Main Menu, select 
Pump and press =.

2. 3.

j  Press > to select the 
Temporary Basal Rate (TBR) 
menu.

j  Repeatedly press and release 
< until the TEMPORARY BASAL 
RATE (TBR) screen appears. 

51451_00048010156_B.indb   47 8/7/12   12:22 PM912

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



48

5.

The TBR DURATION screen 
appears.
  Press x or z to set the 
duration time.

  Press > to save the changes.

6.

The Run screen with the TBR 
appears.
The new TBR is activated. The 
meter beeps when the activation 
occurs.

4.

j  Press x or z to increase or 
decrease the TBR. 

j  When the correct TBR 
percentage is selected, press 
<.
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3
NOTE

•  If a TBR is not currently active, the TBR percentage is set to 100 %.
• When a TBR is active, it remains in effect even if the basal rate profile is changed.
• A TBR can only be programmed when the pump is in RUN mode.
•  When a TBR is active, the pump beeps and vibrates every hour. The meter beeps and vibrates if the 

meter is in the pump mode (in a Pump screen).
• For more information about programming a TBR, see the pump User Guide.

At the end of a TBR, the pump warning W7: TBR OVER appears. For more information about pump warnings 
and errors, see the pump User Guide.
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Situation Cancelling the Temporary Basal Rate Result
When programming a TBR j  If you do not press any meter buttons 

for approximately 20 seconds, the meter 
returns to the Pump Run screen.

j  Return to the TEMPORARY BASAL RATE 
(TBR) screen by pressing . or by pressing 
< and x simultaneously.

j  Set the TBR percentage to 100 %. Press > 
to exit the TBR PERCENTAGE screen. 

The pump continues to 
deliver the normal basal 
rate.

During the delivery of the TBR j  Press .. The meter beeps and returns to 
the Pump Run screen.

j  You can put the pump in Stop mode. 
The TBR delivery is cancelled as well as 
any Extended or Multiwave bolus that is 
currently running. Your meter displays the 
pump warning W6: TBR CANCELLED. Press 
> twice to confirm and dismiss the warning.

The TBR is cancelled and 
the pump delivers the 
normal basal rate.

For more information, see the pump User Guide.

Cancelling a Temporary Basal Rate
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3
Changing a Basal Profile

1.

j  From the Main Menu, select 
Pump and press =.

2. 3.

j  Press > to select the Basal 
Rate Selection menu.

j  Repeatedly press and release 
< until the BASAL RATE 
SELECTION screen appears. 
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4.

j  Press x or z to select the 
basal rate profile. The basal 
rate profile number and the 
basal rate total amount appear.

j  When the correct basal rate 
profile appears, press > to 
select it.

For more information, see the pump User Guide.
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3

3.4  Managing Pump Errors, Warnings, and Reminders with 
the Meter

If the meter is off when a pump error, warning, or reminder occurs and you turn on the meter, after 
communication to the pump is established: 

• The meter goes directly to the Pump screen.
• Pump errors, warnings, and reminders appear on the meter screen.
• You can mute or confirm the pump error, warning, or reminder on the meter or the pump.
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Cartridge Low Warning

j  When the contents of the 
insulin cartridge on the pump 
have dropped to 20 units of 
insulin, the pump warning W1: 
CARTRIDGE LOW appears. 
When the warning appears 
on the meter Pump screen, 
press > twice to snooze and to 
confirm the warning. Change 
the cartridge before it is empty. 

Cartridge Empty Error

j  When the insulin cartridge 
is empty, the pump error E1: 
CARTRIDGE EMPTY appears. 
You must change the cartridge 
immediately. Press > twice to 
snooze and confirm the error. 
Follow the instructions in the 
pump User Guide for changing 
the insulin cartridge.

For more information about pump errors, warnings, and reminders, see the pump User Guide.

Follow the instructions in the 
pump User Guide for changing 
the insulin cartridge.
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4

4 Communication between the ACCU-CHEK 
Aviva Combo Meter and ACCU-CHEK 
Spirit Combo Pump

4.1 Overview 56
4.2 Turning Bluetooth® Wireless Technology On/Off 57
4.3 Using the System While Traveling 60
4.4  Pairing the ACCU-CHEK Aviva Combo Meter with the ACCU-CHEK Spirit Combo Pump 61
4.5 Cancelling the Pairing of the Meter and Pump Prompt 67
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The meter and pump use Bluetooth wireless technology to communicate. If you are experiencing 
communication problems between the meter and pump, it is recommended you go directly to the 
pump and operate the pump manually. For more information on troubleshooting communication between 
the meter and pump, see Chapter 5, Troubleshooting.

4.1 Overview
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4

4.2  Turning Bluetooth® Wireless Technology On/Off
You may turn Bluetooth wireless technology on or off at any time using the meter.

Bluetooth Wireless Technology Icon Communication States

Icon Communication State

Bluetooth wireless technology is on. The meter and pump are communicating.

Bluetooth wireless technology is off. The meter and pump are not communicating.

Bluetooth wireless technology is on. However, the meter and pump are not communicating.
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Turning Pump Communication (Bluetooth Wireless Technology) On or Off
Main Menu > Settings > Meter > Bluetooth

1.

j  From the Main Menu, select 
Settings and press =.

2.

j  Select Meter and press =.

3.

j  Select Bluetooth and press =.
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4
4.

j  Press and hold * until the 
Bluetooth icon changes.

For instructions on how to 
turn on or turn off Bluetooth 
wireless technology on the 
pump, see the pump User 
Guide.

NOTE: 

•  You cannot use the meter to disable Bluetooth wireless 
technology on the pump. You must manually turn off Bluetooth 
wireless technology on the pump.

•  If you change the pump time and date, the meter time and date 
will automatically synchronize to match the pump the next time 
communication is established.

•  If the meter and pump are out of communication range, the 
connection between the meter and pump may be lost. 

•  If you experience any communication problems, check the pump 
to ensure Bluetooth wireless technology is turned on.

•  Bluetooth wireless technology is turned off on the meter if the 
battery level is low. If you see the battery low icon, you must 
replace the batteries in order to turn on Bluetooth wireless 
technology. However, you can still perform a blood glucose test.
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4.3 Using the System While Traveling
When traveling on an aircraft, you must ensure Bluetooth wireless technology is turned off on the meter and 
on the pump prior to closure of the aircraft door. Electromagnetic emissions from the meter or pump could 
interfere with the electronics systems of the aircraft.
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4

4.4  Pairing the ACCU-CHEK Aviva Combo Meter with the 
ACCU-CHEK Spirit Combo Pump

When obtained as a kit, the meter and pump are paired. If the meter and pump are not paired, see the 
following instructions.
Pairing the Meter and Pump

2.

Pump:
j  Ensure Bluetooth wireless 

technology is turned on. If 
turned off, press a to turn 
on.

j  Press d.

1.

Pump:
j  Repeatedly press and release 

d until the BLUETOOTH 
SETTINGS screen appears. 

j  Press f.
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3.

Pump:
j  If the PAIRED DEVICE NONE 

screen appears, proceed to 
Step 6.

Pump:
j  If the PAIRED DEVICE screen 

appears, press d and 
proceed to the next step.

or

4.

Pump:
j  To delete the device so the 

pump can be paired with 
another meter, press f.
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4
5. 6.

Pump:
j  Press f to confirm deletion 

of the paired device.

Pump:
j  Press d.

7.
Meter:
j  Ensure the meter is turned off.
j  Press and hold * and then 

press +.
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9.

Pump:
j  Press f to initiate the pairing 

process.

8.

j  Proceed to the next step for 
instructions on how to place 
the pump in pairing mode.

j  To discontinue setting up 
pairing, press +.

10.

Pump:
j  If NO DEVICE FOUND screen 

appears, see the pump User 
Guide for information on 
troubleshooting. 

j  Select the meter to add. On the 
pump, press f.
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4
11. 12.

Pump:
j  The ADD DEVICE PAIRING 

screen appears followed by 
the ADD DEVICE ENTER PIN 
CODE screen.

j  Continue to the next step.

Meter:
The Pair with Pump screen 
appears.
Enter the PIN Shown on the 
Pump Display:
j  Press =.
j  Set the first number and press 

=. Repeat until all of the 
numbers have been entered.

j  Ensure the PIN entered 
matches the numbers on the 
pump screen. Select Confirm.
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13.

If the correct PIN was entered, 
this Pair with Pump screen 
appears on the meter, and the 
DEVICE PAIRED screen appears 
on the pump.

Pump:
j  Press f to confirm the 

pairing.

Meter:
j  Turn off the meter. Once the 

meter has turned off, the 
pairing process is complete. 
You may turn on the meter and 
begin using it.

NOTE

•  A blood glucose test cannot 
be performed during the 
pairing process.

•  The meter and pump remain 
paired when the batteries 
are removed and replaced.

•  Only one meter can be 
paired with one pump at a 
time.

•  If the meter is paired with 
a pump, and you pair the 
meter with another pump, 
the meter is unpaired from 
the first pump.

•  If the meter is paired with a 
pump and an unsuccessful 
attempt is made to pair the 
meter to another pump, the 
meter is no longer paired 
with the original pump.
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4

4.5  Cancelling the Pairing of the Meter and Pump Prompt
If the meter and pump are not paired, the meter prompts you to complete the pairing process each time you 
turn on the meter unless you cancel the pairing process.
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1.

j  Turn on the meter. The Pairing 
setup has not been completed 
screen appears.

j  Select Cancel to cancel this 
pairing process prompt. 
Proceed to Step 2.

j  Or, to begin the pairing process 
select Next. Go to the section, 
Pairing the ACCU-CHEK 
Aviva Combo Meter with the 
ACCU-CHEK Spirit Combo 
Pump.

2.

j  Select Yes to cancel the pairing 
process. Proceed to Step 3.

j  Or, select No and return to 
Step 1.

3.

 If you selected Yes to cancel 
the pairing process, the Setup 
Completed Successfully screen 
appears.
j  Select Next to go to the Main 

Menu.
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5

5 Troubleshooting
5.1 Overview 70
5.2  Troubleshooting Communication Between the Meter and Pump 71
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For most communication problems between the meter and pump, the meter displays a message with a 
short description of the symptom and, along with it, a proposed solution. This chapter goes into more detail 
by describing the symptom, the possible cause, and the possible solution. If the possible solutions do not fix 
the problem, contact ACCU-CHEK Customer Care Service Center at 1-800-688-4578. For information about 
troubleshooting the standard meter features, see the Standard Owner’s Booklet.

WARNING

Never make treatment decisions based on a warning or error message. If you have any concerns, 
contact ACCU-CHEK Customer Care Service Center at 1-800-688-4578.

NOTE

If you drop the meter or think it is not giving accurate results, make sure that your test strips and 
control solution have not expired, and then perform a control test. For further assistance, contact 
ACCU-CHEK Customer Care Service Center at 1-800-688-4578.

5.1 Overview
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5

5.2  Troubleshooting Communication Between the Meter and 
Pump

Display Shows Possible Cause(s) Possible Solution(s)

Bluetooth icon flashing

j  Communication ended due to a 
button press on the pump.

j  Check the pump and continue operation 
of the pump manually.

j  Ensure the pump has Bluetooth wireless 
technology turned on.

j  Meter and pump are outside 
communication range.

j  Ensure the pump is within 
communication range.

Bolus Advice
Bolus Advice data deleted

j  Bolus advice data integrity cannot 
be confirmed.

j  Wait 8 hours for accurate bolus advice.

IMPORTANT:
•  Insulin doses and meals taken before the Bolus Advice warning are no longer 

reflected in the Bolus Advice calculation.
•  The meter may not reflect the pump bolus history, however the bolus history 

is available on the pump.
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Display Shows Possible Cause(s) Possible Solution(s)
Bolus Delivery Unavailable j  The meter cannot communicate 

with the pump.
j  Retry or set to Manual Pump.
j  Ensure the meter and pump have 

Bluetooth wireless technology turned on.
j  Ensure the meter and pump are within 

communication range.
j  If the low battery icon is displayed on 

the meter, the meter cannot 
communicate with the pump. Replace 
the batteries.

j  The pump is currently in Stop 
mode.

j  Take the pump out of Stop mode.

j  The pump is currently delivering a 
bolus.

j  Allow the current bolus delivery to 
complete before delivering the next 
bolus.
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5
Display Shows Possible Cause(s) Possible Solution(s)
Communication Lost j  Pump is out of range of the meter. j  Review or cancel the bolus on the pump.

j  Ensure the meter and pump have 
Bluetooth wireless technology turned on.

j  Ensure the meter and pump are within 
communication range.

j  If the low battery icon is displayed on the 
meter, the meter cannot communicate 
with the pump. Replace the batteries.

Communication Warning j   Communication of bolus data from 
the pump was not successful. 
Therefore, pump data are not 
available and the bolus data may 
not be accurate.

j  Communication of bolus data from 
the pump was not successful. 
Therefore, pump data are not 
available and the active insulin 
amount may not be accurate.

j  Ensure the meter and pump have 
Bluetooth wireless technology turned on.

j  Ensure the meter and pump are within 
communication range.

j  If the low battery icon is displayed on the 
meter, the meter cannot communicate 
with the pump. Replace the batteries.
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Display Shows Possible Cause(s) Possible Solution(s)
Connection Lost j  The connection was lost between 

the meter and the pump during the 
pairing process. Therefore, the 
attempt to pair your meter and 
pump was unsuccessful.

j  Restart the pairing process. See
Chapter 4, Communication Between the 
ACCU-CHEK Aviva Combo Meter and 
ACCU-CHEK Spirit Combo Pump.

j  Ensure the meter and pump have 
Bluetooth wireless technology turned on.

j  If the low battery icon is displayed on the 
meter, the meter cannot communicate 
with the pump. Replace the batteries.

j  Pump is out of range of the meter. j  Ensure the meter and pump are within 
communication range.

Incorrect Pump Time/Date j  Pump time/date is incorrect. j  Set time/date on the pump (see pump 
User Guide).
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5
Display Shows Possible Cause(s) Possible Solution(s)
Infrequent Pump 
Communication

j   At least two weeks have passed 
since the meter and pump have 
communicated.

j  It is important to use Bluetooth wireless 
technology communication between the 
meter and pump regularly if you utilize 
bolus advice.

j  Ensure the meter and pump have 
Bluetooth wireless technology turned on.

j  Ensure the meter and pump are within 
communication range.

j  If the low battery icon is displayed on the 
meter, the meter cannot communicate 
with the pump. Replace the batteries. 

Invalid PIN j  The wrong PIN was entered. j  Select OK and re-enter the PIN shown on 
the pump display.
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Display Shows Possible Cause(s) Possible Solution(s)
Meter and Pump Not Paired j  Meter and pump have not been 

paired. You cannot use the pump 
functions without pairing the meter 
and the pump.

j  You must pair the meter and pump to use 
these features.

j  For instructions on how to pair the meter 
and pump, see Chapter 4, Communication 
Between the ACCU-CHEK Aviva Combo 
Meter and ACCU-CHEK Spirit Combo 
Pump.

Pairing Failed j  The attempt to pair the meter and 
pump was unsuccessful.

j  Restart the pairing process. See 
Chapter 4, Communication Between the 
ACCU-CHEK Aviva Combo Meter and 
ACCU-CHEK Spirit Combo Pump.
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5
Display Shows Possible Cause(s) Possible Solution(s)
Pump Not Available j  The pump is out of the 

communication range of the meter.
j  Ensure the meter and pump have 

Bluetooth wireless technology turned on.
j  Ensure the meter and pump are within 

communication range.
j I f the low battery icon is displayed on the 

meter, the meter cannot communicate 
with the pump. Replace the batteries.

Time Mismatch j  The time or date on the meter is 
more than 5 minutes different than 
the time or date on the pump.

j  The meter time and date were changed to 
match the pump time. Ensure the time 
and date are correct. If the time or date 
are not correct, change the time and date 
on the pump.
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WARNING

If you are experiencing communication problems between your meter and pump, it is recommended you 
operate the pump manually and not use the meter to remotely control the pump. For assistance, please 
contact ACCU-CHEK Customer Care Service Center at 1-800-688-4578.

NOTE

For additional information on errors and warnings, see the Standard Owner’s Booklet.
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Appendices
Appendix A: Bolus Advice
Bolus advice is only available if you have set up bolus advice on the ACCU-CHEK Aviva Combo meter. For 
instructions on how to set up bolus advice, see the Standard Owner’s Booklet.

Along with the basic blood glucose and carbohydrate values, there are several meter settings required to 
optimize the bolus advice feature so the recommendations match your insulin needs to the greatest possible 
extent. You must set up bolus advice correctly. Bolus advice is not available without these settings. It is 
important to discuss the bolus advice settings with your healthcare professional. 

NOTE

•  Blood glucose and bG are interchangeable and mean the same thing.

• Bolus advice factors are items that influence the bolus calculations of the meter.
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Bolus Advice Meter Settings
This section contains an overview of the information that must be entered into the meter for accurate bolus 
advice recommendations.

Carbohydrate Units
• Bolus advice recommendations are based on the units of carbohydrates selected. 
• The right choice of carb units is important for bolus advice recommendations to be accurate.
• Carbohydrate units must be selected, whether or not you set up bolus advice.

The following carbohydrate units are available on the meter:

Abbreviation Unit of Measurement Gram Equivalent
g Grams* 1 gram

KE Kohlenhydrateinheit 10 grams

BE Bread Equivalent 12 grams

CC Carbohydrate Choice 15 grams

*Standard unit of measure in the U.S.
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Warning Limits
• You can select hyper (high) and hypo (low) blood glucose limits that best fit your needs. 
•  Whenever a blood glucose test result is above the hyper warning limit or below the hypo warning limit, the 

meter displays a warning. 
• Set the hyper warning limit greater than the target range of all time blocks.
• Set the hypo warning limit less than the target range of all time blocks.
• Bolus advice is not available if your blood glucose test result is below the hypo warning limit.

Time Blocks
Time blocks allow you to select settings to take into account the fact that your insulin requirement varies 
throughout the day. Using the same values and factors for the day would not necessarily match your insulin 
needs and could lead to inaccurate bolus advice recommendations.

The meter comes with five preset time blocks. You may set up to eight time blocks (time periods) depending 
on your insulin needs. For each time block, you must set the target range, the carb ratio, and the insulin 
sensitivity. You can define all of these values separately for each time block. The meter automatically takes 
these values into account.

51451_00048010156_B.indb   81 8/7/12   12:22 PM946

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



82

Target Range
•  The desired upper and lower limits of your blood glucose level considered acceptable as set by your 

healthcare professional.
•  The meter automatically calculates the target blood glucose level as the average between the upper and 

lower blood glucose target limits.
• Talk with your healthcare professional to determine the appropriate target range.

Upper Blood Glucose Target Limit
• The upper limit of the blood glucose target range for the current time block. 
•  Blood glucose test results within the lower target limit and the upper target limit are considered within the 

target range.

Lower Blood Glucose Target Limit 
• The lower limit of the blood glucose target range for the current time block. 
•  Blood glucose test results within the lower target limit and the upper target limit are considered within the 

target range.

Carb Ratio
•  For the current time block, the carb ratio is the amount of insulin necessary to account for a certain number 

of carbohydrates.
• Talk with your healthcare professional to determine the appropriate carbohydrate ratio.
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Insulin Sensitivity
•  For the current time block, the insulin sensitivity (correction factor) is the amount of insulin necessary to 

lower your blood glucose by a certain amount.
• Talk with your healthcare professional to determine the appropriate insulin sensitivity settings.

Your meter comes with the following preset time blocks:

Time Block 12-Hour Format
1 12:00 am–5:30 am

2 5:30 am–11:00 am

3 11:00 am–5:00 pm

4 5:00 pm–9:30 pm

5 9:30 pm–12:00 am
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Talk to your healthcare professional about setting up time blocks to help you manage your diabetes. 
Here is a suggested pattern:

Time Block Start Time End Time
1. Night time Midnight The time you normally wake up

2. Breakfast The time you normally wake up 1½ hours before you normally eat 
lunch

3. Lunch 1½ hours before you normally eat 
lunch

1½ hours before you normally eat 
dinner

4. Dinner 1½ hours before you normally eat 
dinner

1½ hours before you normally go to 
bed

5. Bedtime 1½ hours before you normally go to 
bed

Midnight
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Setting Up Time Blocks: Important Information

• Time blocks cover a 24-hour time period (from midnight to midnight).
• You can change the time period for any of the preset time blocks.
• When setting up bolus advice, you must complete and save the settings in at least one time block.
• Each time block must be at least 30 minutes long and can only be set in 30-minute increments. 
•  When you set the end time for a time block, the meter automatically sets this end time as the start time for 

the next time block.
• You can set a different target blood glucose range, carb ratio, and insulin sensitivity for each time block.
• The target range for each time block must be within the hypo and hyper warning limits.
•  When a time block is edited for the first time, the settings (target range, carb ratio, and insulin sensitivity) 

are applied to all of the other time blocks.

Health Events
Health events allow you to select settings to take into account various activities or events that increase or 
decrease your insulin need. Health events can be selected to indicate how you are feeling or what you are 
doing that might affect your diabetes. The meter allows you the option of setting a percentage for each health 
event except for Fasting. Fasting is not adjustable and does not scale bolus advice calculations. When a health 
event is selected, the set percentage is used to increase or decrease the bolus insulin amount. Discuss the 
appropriate percentage for each health event with your healthcare professional.
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Health events available on the meter are:
• Exercise 1
• Exercise 2
• Stress
• Illness
• Premenstrual
• Fasting

Bolus Advice Options
Meal rise, snack size, acting time, and offset time are bolus advice options. Below are detailed descriptions of 
each of these settings.

Meal Rise
•  During or after meals, an increase in blood glucose levels is considered normal within a certain range, even 

though a meal bolus has been delivered. A meal rise is in effect for a specified time period.
•  Enter the maximum increase in your blood glucose test result that is to be tolerated without an additional 

correction bolus.
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Snack Size
•  The snack size is the amount of carbohydrates that is not to be counted as a regular meal with the expected 

meal rise.

Acting Time
•  The period of time from the start of the meal rise or the delivery of a correction bolus until your blood 

glucose level is expected to return to the target level. 
•  You can adjust the length of the acting time to fit your individual needs, within a specified time interval 

(1½ hours to 8 hours).

Offset Time
•  Offset time takes into account the expected delay for the blood glucose level to actually fall during the 

acting time of insulin in the body. It describes the first time period within the acting time.

Active Insulin
• Bolus insulin that has been given to lower your blood glucose, but has not yet been fully used.
• The meter automatically calculates the active insulin amount and it is displayed on the bolus advice screen.
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Bolus Calculation
The bolus recommended by the bolus advice feature of the meter consists of two components: a 
recommendation for a meal bolus that covers your food intake and a recommendation for a correction bolus 
to adjust your blood glucose level if it is not within the target range. The correction bolus can be positive if 
your current blood glucose level is above your target range or negative if it is below your target range. 

Meal Bolus
A meal bolus is the amount of insulin that needs to be administered to cover the amount of carbohydrates you 
are planning to eat. It is calculated as:

Meal Bolus = Carbohydrate Intake ×
Insulin

Carbohydrates
from carbohydrate ratio
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Correction Bolus
If your current blood glucose level is not within your target range, a correction bolus is recommended.

Blood Glucose Limits

Discuss your blood glucose limits with your healthcare professional.

Hyper Warning

bG Result

Upper Target Limit

Target

Lower Target Limit

Hypo Warning
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The calculation for the recommended correction bolus depends on your current blood glucose test result, your 
insulin sensitivity for the current time block, and whether you are planning to eat.

Example Bolus Advice Calculations

Blood Glucose Level Without Food Intake (No Carbs) Prior to a Meal

Above Upper Target Limit (bG –Target bG) x Insulin Sensitivity (bG –Target bG) x Insulin Sensitivity 
+ Meal Bolus

Between Upper and Lower 
Target Limit

No correction bolus is necessary. (bG –Target bG) x Insulin Sensitivity 
+ Meal Bolus. A correction bolus 
can be negative.

Between Lower Target Limit 
and Hypo Warning

No bolus recommended. The 
correction bolus is negative.

(bG –Target bG) x Insulin Sensitivity 
+ Meal Bolus. The correction bolus 
is negative.

Below Hypo Warning Hypo warning appears. It is 
recommended you eat fast-acting 
carbohydrates.
Bolus advice is not available.

Hypo warning appears. It is 
recommended you eat fast-acting 
carbohydrates.
Bolus advice is not available.
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Other Boluses
Subsequent Meal Boluses

If you are planning to eat several meals or snacks in a short period of time, you should administer a meal 
bolus for each meal. The calculation is always the same as a meal bolus.

Correction Bolus After a Meal
After a meal, it is normal to allow for a rise of your blood glucose level even if you administered the correct 
meal bolus. The allowed blood glucose level rise is called meal rise. After a certain period of time (offset time) 
the meal rise decreases from its maximum until your blood glucose level has returned to the target level. The 
period of time from the start of the meal rise until your blood glucose level returns to the target level is 
defined as acting time. During this time, a correction bolus is only recommended if your blood glucose level 
exceeds the current meal rise level.
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The dotted line shows how your blood glucose level might change after a meal bolus. Bolus advice tolerates 
an increase in your blood glucose level within the meal rise range (green) without calculating an extra 
correction bolus. When you enter a carbohydrate amount that is greater than the snack size, the meal rise 
setting is added to the blood glucose target value. The shape of the meal rise (the width of the green area) is 
determined by the offset time and the acting time.

bG Level
Hyper

Hypo

Acting Time

Target Range

M
eal Rise

Time

Target Value

Offset Time

Current
bG Values

Currently Allowed bG Value:
Meal RiseMeal Bolus Bolus Not

Required
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Subsequent Correction Boluses

The difference between your current blood glucose level and your target blood glucose level is called Delta 
bG. A correction bolus administered according to the previous conditions covers this difference for a certain 
period of time. As the correction bolus starts to take effect, your current blood glucose level should fall and 
the covered Delta bG decreases after the offset time. At the end of the acting time, your blood glucose level 
should return to the target limit. You receive a recommendation for another correction bolus only if your 
current blood glucose test result exceeds the current Delta bG level.

Subsequent Correction Boluses: If your blood glucose test result is within Section 1 of the graph, a correction 
bolus is not recommended. If your blood glucose test result is within Section 2 of the graph, a correction 
bolus is recommended.

Time

bG Result

Correction Bolus

Offset
Time

Acting Time

Delta bG
(Correction 
Insulin)
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Examples of Bolus Advice Recommendations
The following graphs provide differing examples of how bolus advice considers different factors when 
calculations are made.

The currently allowed blood glucose value considers the following factors: 
• Target Range Mean Value
• Meal Rise
• Correction Bolus
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After a Correction Bolus

The above diagram shows an example of the effect of this rule. The first correction bolus at 12:00 pm 
remains active during the acting time (the width of the blue area). If the blood glucose value at 2:00 pm falls 
below the currently allowed blood glucose value (top of the blue area), another correction bolus is not 
calculated.

bG Level

Hyper

Hypo

Acting Time

Target Range

Time

Target Value

Offset Time

Current
bG Values

Currently Allowed bG Value:
Corrected bG

Bolus Bolus Not
Required

Corrected bG
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When a blood glucose test result is greater than the currently allowed blood glucose value, a bolus is 
calculated (light blue) that only considers the difference between the current blood glucose value (orange 
dots) and the currently allowed blood glucose value (the top of the blue area).

bG Level

Hyper

Hypo

Target Range

Time

Target Value

Current
bG Values Bolus
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Subsequent Meals

If you eat several meals in a row, the meal rise is restarted for each new meal bolus.

bG Level
Hyper

Hypo

Acting Time

Target Range

Time

Target Value

Offset Time

Current
bG Values

Currently Allowed bG Value:
Meal Rise

Bolus Bolus Not
Required

M
eal Rise

Meal
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Appendix B: Bolus Advice Calculations
The Mathematical Basis for Bolus Calculations
The following is a list of the most important formulas and the calculation principles on which bolus advice is 
based. It is difficult to accurately calculate a bolus yourself using these formulas when the acting time and 
offset time of recent meals and correction boluses are considered. 

Carbohydrate Suggestion
This calculation is made when the blood glucose test result falls below the hypo warning limit. It is based 
on the other values defined for the current time block and the result is calculated as a carbohydrate intake 
recommendation.

×
CarbohydratesInsulin

InsulinΔ bG
from insulin sensitivity from carbohydrate ratioaccording to time block definition

Carbohydrates = ( Target Range Mean Value – Current bG) ×

NOTE: 

•  A minimum amount of 12g (or equivalent BE, KE, or CC units) is always given. If the calculated value 
is below 12g, then 12g is used.

•  The carbohydrate suggestion is displayed in the carb unit of measure you have selected (g, BE, KE, or 
CC).
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Meal Bolus
The following formula is used to calculate the bolus for meals:

Meal Bolus = Carbohydrate Intake ×
Insulin

Carbohydrates
from carbohydrate ratio

Currently Allowed Blood Glucose Value
The target range average value used in the calculation of the correction bolus, as shown below, changes with 
the definition for the time blocks.

Consequently, the currently allowed blood glucose value is calculated as follows:

Blood Glucose Range Covered 
by Correction Bolus

currently acting correction bolusesaccording to time block definition

∑Currently Allowed 
Blood Glucose Value  Target Range Mean Value + Meal Rise=

current 
active meal

When no meal rise or correction bolus acting time is currently in effect, a value of “0” is substituted for these 
parameters in the formula.
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Correction Bolus
Generally, a correction bolus is only calculated if the current blood glucose value is above the hypo bG 
warning limit and outside the target range. If the current blood glucose value is above the target range, the 
currently allowed blood glucose value must also be exceeded. Only correction boluses greater than “0” trigger 
a corresponding acting time.

Correction Bolus = (Current bG – Currently Allowed bG) ×
Insulin
Δ bG

from insulin sensitivity

The blood glucose correction portion depends on the following requirements:

•  If current bG > currently allowed blood glucose value, then blood glucose correction portion = current bG 
– currently allowed blood glucose value

•  If current bG > hypo warning limit and current bG < target range lower limit, then bG correction portion = 
current bG – target range average value
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Correction Bolus with Carbohydrate Intake
Whenever carbohydrates have been entered, the related meal bolus is always offset against any (even 
negative) correction bolus.

When a meal is eaten, the correction bolus is also calculated for blood glucose test results that fall within the 
target range if:
• The current blood glucose test result falls below the target range average value, or
• The current blood glucose test result is above the currently allowed blood glucose value.

Since your pump can only deliver insulin, mathematically negative overall boluses are displayed as “0”.

Active Insulin
The active insulin field shows you if a prior bG correction bolus may possibly reduce your current bolus 
calculation.
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Appendix C: Explanation of Symbols
You may encounter the following symbols on the packaging, on the type plate (back of meter), and in the 
instructions for the ACCU-CHEK Aviva Combo meter, shown here with their meaning.

w Caution, refer to safety-related notes in the instructions for use accompanying this 
product.

Federal law (USA) restricts this device to sale by or on the order of a physician per 
21 CFR 801.109.*

1.5V AAA

* Code of Federal Regulations
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Appendix D: Limited License
CAUTION

A RESTRICTED LICENSE LIMITS USE OF THE ACCU-CHEK AVIVA COMBO SYSTEM—READ CAREFULLY THE 
LIMITATIONS RECITED BELOW.

The ACCU-CHEK Aviva Combo system (meter, including the code key, and test strips) and its use are 
protected by U.S. Patent Nos. 6,645,368 (expires 22-December-2017); 5,366,609 (expires 8-June-2013); 
5,352,351 (expires 8-June-2013); 7,276,146 (expires 4-October-2022); 7,276,147 (expires 4-October-2022); 
7,407,811 (expires 9-May-2020); 7,452,457 (expires 2-May-2026); 7,488,601 (expires 1-February-2026); 
7,494,816 (expires 29-December-2019); 7,569,126 (expires 28-December-2026); and 7,604,721 (expires 
12-August-2026).  A license to use the ACCU-CHEK Aviva Combo system is required until the expiration of the 
last-to-expire patent listed above and is only granted when the ACCU-CHEK Aviva Combo meter is used with 
the ACCU-CHEK Aviva Plus test strips and ACCU-CHEK Aviva Plus code keys.

ACCU-CHEK Aviva Plus test strips are provided with a specifically matched ACCU-CHEK Aviva Plus code key.  
These test strips and code keys are specifically manufactured for operation with the ACCU-CHEK Aviva Combo 
meter.  Use of other test strips with an unmatched code key or even with the matched code key supplied by 
another manufacturer may prevent or impair the proper function of the ACCU-CHEK Aviva Combo system.
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Using the ACCU-CHEK Aviva Combo system indicates your acceptance of the restricted license to use 
the ACCU-CHEK Aviva Combo system only with ACCU-CHEK Aviva Plus test strips and the corresponding 
ACCU-CHEK Aviva Plus code key.  If you do not agree to the terms and conditions of the restricted license, you 
may return, at the place of purchase, the unused ACCU-CHEK Aviva Combo system for a full refund.  If you 
have any questions, please call the ACCU-CHEK Customer Care Services Center at 1-800-688-4578.

Except where prohibited by statute, all warranties covering the ACCU-CHEK Aviva Combo system are voided 
by use of the ACCU-CHEK Aviva Combo system with any test strips or code keys other than ACCU-CHEK  
Aviva Plus test strips or code keys.
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CAUTION

A RESTRICTED LICENSE LIMITS USE OF THE ACCU-CHEK FASTCLIX SYSTEM (device and lancet drums). 
READ CAREFULLY THE LIMITATIONS RECITED BELOW.

The ACCU-CHEK FastClix system (device and lancet drums) and its use are protected by U.S. Patent Nos. 
Re. 35,803 (expires 9-December-2012); 7,322,998 (expires 3-March-2020); and 7,785,338 (expires 
5-January-2026).  A license to use the ACCU-CHEK FastClix system is required until the expiration of the  
last-to-expire patent listed above and is only granted when ACCU-CHEK FastClix lancet drums are used with 
the ACCU-CHEK FastClix device.

ACCU-CHEK FastClix lancet drums are high precision components that are produced to the close tolerances 
required for satisfactory operation with the ACCU-CHEK FastClix device.  Use of other lancet drums with the 
ACCU-CHEK FastClix device may prevent or impair proper function of the ACCU-CHEK FastClix device.
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Using the ACCU-CHEK FastClix device indicates your acceptance of the restricted license to use the 
ACCU-CHEK FastClix device only with ACCU-CHEK FastClix lancet drums.  If you do not agree to the terms and 
conditions of the restricted license, you may return, at the place of purchase, the unused ACCU-CHEK FastClix 
device for a full refund.  If you have any questions, please call the ACCU-CHEK Customer Care Services Center 
at 1-800-688-4578 .

Except where prohibited by statute, all warranties covering the ACCU-CHEK FastClix device are voided by use 
of the ACCU-CHEK FastClix device with any lancet drums other than ACCU-CHEK FastClix lancet drums.
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Index
A
acting time,  87
active insulin,  87
aircraft. See Bluetooth wireless technology, 

using while traveling

B
basal profile, changing,  51–52
Bluetooth wireless technology,

communication states,  57
turning on or off,  58–59
using while traveling,  60

bolus advice,
meter screen features,  13
overview,  8–9

bolus advice calculations,
carbohydrate suggestion,  98
correction bolus,  100
correction bolus with carbohydrate intake,  

101
currently allowed blood sugar value,  99
meal bolus,  99

bolus advice options,  86–87
bolus advice recommendations, examples,  

94–97
bolus amount, adjust,  15
bolus calculation,

correction bolus,  89
examples,  90
meal bolus,  88

bolus, delivery using bolus advice,  14–22
button functions,  36–37
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C
carbohydrate units,  80
carb ratio,  82
carbs amount,  14
cartridge,

empty,  54
low,  54

communication, meter and pump,
overview,  34–37, 56
troubleshooting,  71–78

correction bolus,  91–93

D
deliver a bolus. See bolus, delivery using bolus 

advice
diary, updating bolus information,  31

E
extended bolus,

delivery using bolus advice,  19
description,  28

H
health events,  14, 85–86

I
insulin sensitivity,  83

L
lower blood sugar target limit,  82

M
manual bolus,

insulin pen/syringe delivery using bolus 
advice,  20–22

pump delivery using bolus advice,  20
manual pump bolus, description,  28
meal rise,  86
multiwave bolus,

delivery using bolus advice,  17–18
description,  27
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O
offset time,  87

P
pairing, delete device,  62
pairing meter with pump,  61–66
pairing prompt, cancelling,  67–68
pen bolus, description,  28
PIN, enter into meter,  65
pump control using meter,  38–40
pump screens on meter, features,  41–42

S
safety information,

bolus advice,  10–12
bolus delivery,  22–23, 29

snack size,  87
standard bolus,

cancel programmed meter delivery,  45–46
delivery using bolus advice,  15–16
description,  27
program delivery through meter,  43–44, 47, 

51
symbols, explanation,  102
synchronize, meter with pump,  31
syringe bolus, description,  28

51451_00048010156_B.indb   109 8/7/12   12:22 PM974

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



110

T
target range,  82
temporary basal rate (TBR),

cancel programmed TBR,  50
program through meter,  47–49

time blocks,  81, 83–85
troubleshooting. See communication, meter and 

pump, troubleshooting

U
upper blood sugar target limit,  82

W
warning limits,  81
warnings, pump,  53–54
warranty,. See Standard Owner’s Booklet for 

ACCU-CHEK Aviva Combo Blood Glucose Meter
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Aviva Combo

00
04
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15
4/
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Roche USA – 51449 
V6/1 – 00048010154/B – Black 

Roche USA – 51449 
V6/2 – 00048010154/B – Cyan 

Roche USA – 51449 
V6/3 – 00048010154/B – Magenta 

Roche USA – 51449 
V6/4 – 00048010154/B – Yellow 

Roche USA – 51449 
V6/5 – 00048010154/B – PMS 287 

Roche USA – 51449 
V6/6 –00048010154/B– PMS 5445 

Blood Glucose Meter

Getting Started Guide
for Self-Testing Only©2012 Roche Diagnostics

Assembled in USA.
Distributed by:
Roche Insulin Delivery Systems Inc.
11800 Exit 5 Parkway, Suite 120
Fishers, IN 46034
Phone: 1-800-280-7801
Fax: 1-888-810-0758

ACCU-CHEK, ACCU-CHEK AVIVA, ACCU-CHEK 
AVIVA COMBO, and ACCU-CHEK SPIRIT COMBO are 
trademarks of Roche.

The Bluetooth® word mark and logos are registered 
trademarks owned by Bluetooth SIG, Inc. and any 
use of such marks by Roche is under license. Other 
trademarks and product names are the property of 
their respective owners.

Aviva Combo

Aviva Combo
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Before You Start Testing
About the meter and test strips
•  Carefully read and follow the instructions in the Getting Started Guide, the Standard Owner’s Booklet, the 

Advanced Owner’s Booklet, and package inserts for the test strips and control solutions. Not following the 
instructions may lead to a wrong result or improper treatment, causing you health problems.

•  Set the time and date on your meter before you begin testing. 

•  Inspect the test strip container before using the test strips for the first time. If you see any damage to the 
container cap or if anything prevents the cap from closing properly, do not use the test strips. Contact 
ACCU-CHEK Customer Care Service Center at 1-800-688-4578. Damaged test strips can cause inaccurate 
results, which could lead to improper treatment.

•  Carefully dispose of used test strips and lancets.

•  Home use of the ACCU-CHEK Aviva Combo system is limited to capillary whole blood testing.

Roche USA – 51449 
V4/1 – 00048010154/B – Black 

Roche USA – 51449 
V4/2 – 00048010154/B – Cyan 

Roche USA – 51449 
V4/3 – 00048010154/B – Magenta 

Roche USA – 51449 
V4/4 – 00048010154/B – Yellow  

NOTE

The terms “blood sugar” and “blood glucose” have the same meaning. In this manual we will use the 
term “blood glucose” when referring to “blood sugar.”
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About Your New Meter
•  The meter is designed and can be used for testing fresh capillary whole blood samples (for example, blood 

from a fingertip).

•  Only use ACCU-CHEK Aviva Plus test strips. Other test strips will give inaccurate results.

•  Although you always apply whole blood to the test strip, the system has been calibrated to deliver 
plasma-like values for easier comparison to lab results.

•  The meter, test strips, and control solution are only for use outside the body (in vitro). Do not eat the test 
strips. Do not swallow or inject the control solution, or use the control solution for any purpose other than 
testing the ACCU-CHEK Aviva Combo system.
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iii

About Testing Yourself or Others
•  If you are very dehydrated or urinating frequently, you may get an inaccurate test result. If you think you are 

dehydrated, call your healthcare professional right away.

•  Some people with diabetes do not experience symptoms of low blood glucose (hypoglycemia). Others, such 
as children or people who are unconscious or have certain disabilities, may not be able to communicate 
their symptoms to caregivers. For these reasons, do not change any treatment without first talking to a 
healthcare professional.

•  Run a control test when you open a new box of test strips or if you think that your test result is incorrect. 
Running a control test lets you know that the meter and test strips are working properly.
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iv

•  Refer to the test strip and control solution package inserts for additional health-related information.

•  It is always a good idea to have a back-up testing method available. Failure to test could cause a delay in 
treatment decisions and lead to a serious medical condition. Examples of back-up testing methods include 
a back-up meter or testing by a lab. Ask your healthcare professional or pharmacist about other possible 
back-up methods.

DO NOT CHANGE YOUR TREATMENT BASED ON A SINGLE RESULT THAT DOES NOT MATCH 
HOW YOU FEEL OR IF YOU BELIEVE THAT YOUR TEST RESULT COULD BE INCORRECT.
If your blood glucose result doesn’t match how you feel and you have followed the instructions in your 
owner’s booklets, follow your healthcare professional’s instructions or call your healthcare professional.

Special Information to Consider When Using This Meter
•  Do not use this device to measure blood glucose if you or a person to whom you are providing care is 

experiencing cardiovascular collapse (severe shock) or decreased peripheral blood flow.

•  Consult your healthcare professional to determine if it is appropriate for your child to be taught how to use 
the meter system or any other medical products.
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3

Your new meter includes three booklets:

• Getting Started Guide:
 Use this booklet to set up the meter.

• Standard Owner’s Booklet:
  Use this booklet for instructions on how to operate 

the standard features of the meter.

• Advanced Owner’s Booklet:
  Use this booklet for instructions on how to operate 

the advanced features of the meter.

This booklet includes information about:

•  Understanding your new ACCU-CHEK Aviva Combo 
system

• Getting started

• Coding the meter

• Completing the Setup Wizard

• Testing your blood glucose

Introduction
Whether the ACCU-CHEK Aviva Combo meter is your first blood glucose meter or you have used a meter for 
some time, please take the time to read the Getting Started Guide, the Standard Owner’s Booklet, and the 
Advanced Owner’s Booklet carefully before you use your new meter. To use it correctly and dependably, you 
need to understand its operation, screen displays, and all individual features.
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WARNING

•   This Getting Started Guide does not replace the Standard Owner’s Booklet for your ACCU-CHEK 
Aviva Combo meter. The Standard Owner’s Booklet contains important handling instructions and 
additional information.

• Choking hazard. Small parts. Keep away from children under the age of 3 years.

Should you have any questions, please contact ACCU-CHEK Customer Care Service Center at 
1-800-688-4578.

Please complete your warranty card and mail it, so you receive the best customer service possible and 
product update news.
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5
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1.1 Overview
Your new meter has several features to assist you in managing your diabetes. It is important that you 
understand the features and how to operate the meter correctly.

NOTE

•  This booklet shows sample screens. The screens in this booklet may look slightly different from 
the screens on the meter. If you have any questions about the meter screens, contact ACCU-CHEK 
Customer Care Service Center at 1-800-688-4578.

•  On the meter display, the code chip is referred to as a code key. Code key and code chip are 
interchangeable and mean the same thing.
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1.2 The ACCU-CHEK Aviva Combo Meter at a Glance
Display
Shows menus, results, 
messages, and data stored in 
the diary.

Buttons
Press to enter menus or the 
diary, adjust settings, and 
scroll through results.

Left/Right Soft Keys
Press to select the menu or 
option above the key.

Power On/Off Button
Turns the meter on or off.

Test Strip Slot
Insert golden end of test strip 
here.

Infrared (IR) Window
Transfers data from the 
meter to a computer.

Code Key Slot
Insert code key here with 
code number facing away 
from you.

Battery Door
Remove the battery door 
by pushing the tab and 
pulling up the door.

Backlight Button 
Press to adjust the backlight level. 
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Top View 
Infrared (IR) Window

Code Key
(for example)

Batteries
Insert batteries according to the 
+ and - symbols in the battery 

compartment.

Test Strip
Yellow Window - Touch blood drop 

or control solution here. 

Golden End - Insert this end of the 
test strip into the meter. 

Test Strip Container
(for example)

Control Solution Bottle
(for example)
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The meter has seven buttons and two soft keys. 

 NOTE

• You hear a sound every time an active button/soft key is pressed unless you turned off the key sound. 
• Press + or insert a test strip to turn on the meter.

Left Soft Key

Up Arrow 

Enter 

Left Arrow 

Power On/Off

Right Soft Key

Right Arrow

Down Arrow

Backlight
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Table of Buttons and Soft Keys

Button Name Function

< Left Arrow j Move or scroll to the left in a screen.

> Right Arrow j Move or scroll to the right in a screen.

x Up Arrow j Move or scroll up in a screen.

z Down Arrow j Move or scroll down in a screen.

, Left Soft Key j Select the option above the key on the display.

. Right Soft Key j Select the option above the key on the display.

= Enter j Select a menu or option.
j Save changes and exit the entry field.

* Backlight j Adjust the backlight level (low, medium, high). 
j Turn Bluetooth® wireless technology on and off (press and hold * in the 

BLUETOOTH screen).

+ Power On/Off j Turn the meter on and off.
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Table of Button Combinations 

Button Combination Name Function

When the buttons are locked, press and 
hold , and . until the Main Menu 
appears.

Unlock Keys j Unlocks the buttons.

With the meter turned off, press and hold 
* and then press +.

Meter/Pump 
Pairing

j Begins meter and pump pairing. 
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For information about the pump, see the ACCU-CHEK Spirit Combo Insulin Pump User Guide.

Menu Key
Cycles through menus, 
functions, and information 
screens.

OK Key
Selects current settings 
displayed on screen, saves 
changes, exits a screen, 
and allows the user to view 
the QUICK INFO screen.

Display
Shows menus, messages, 
and data stored in the pump 
memory.

Cartridge
Holds insulin.

Adapter
Connects the cartridge to the 
infusion set.

Up Key
Moves forward in an information 
screen, increases a setting, turns 
on the backlight, programs a Quick 
Bolus, cancels a Quick Bolus, and 
turns off the STOP-Warning. 

Down Key
Moves backward in an information 
screen, decreases a setting, 
programs a Quick Bolus, cancels 
a Quick Bolus, and turns off the 
STOP-Warning. 

Infusion Set
Connects the pump to your body 
to deliver insulin.

1.3  The ACCU-CHEK Spirit Combo Insulin Pump at a Glance
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1.4 Screen Content and Navigation
This section provides an explanation of how to understand and navigate the screens on the meter.

Each time the meter is turned on, this splash screen (ACCU-CHEK logo screen) is displayed for a short 
period of time. 
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Sound Icon
Appears when the beeper 
is turned on.

Time

Menu Options

Vibrate Icon
Appears when vibrate is turned on.

Date

Low Battery Icon
Appears when the meter batteries are low.

Bluetooth Wireless Technology Icon
Indicates whether the Bluetooth wireless 
technology is on, off, or connecting. 

Features on the Main Menu:

 NOTE

•  To select an item on a menu, press x or z to highlight (blue) the menu item and then press =. 
•  When using the meter to remotely control the pump, the buttons of the meter have differing functions. 

For more information, see the Advanced Owner’s Booklet.
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Bluetooth Wireless Technology Icon Communication States 

Icon Communication State

Bluetooth wireless technology is on. The meter and pump are communicating.

Bluetooth wireless technology is off. The meter and pump are not communicating.

Bluetooth wireless technology is on. However, the meter and pump are not communicating.
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This screen appears when Bluetooth wireless technology is on and the meter is connecting to the pump.

Connecting to the Pump screen during pairing:
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Title Bar
Primary menu title is displayed 
here.

Secondary Title Bar
When necessary, a secondary title 
bar appears. Secondary menu text 
is displayed here.

Left Soft Key Option
Press , to select the option above 
the button on the screen.

Highlighted Option
When a menu choice or item 
is selected, it is highlighted in 
blue.

Scroll Bar
If there is more information 
available than fits on the screen, 
a vertical scroll bar appears on 
the right side of the screen.

Right Soft Key Option
Press . to select the option 
above the button on the screen.

Features on a screen: 
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Information can be entered on some screens. Numerical entry fields appear as pop-up entry fields. When 
an option must be selected, it appears as a pop-up menu.
•  To open a pop-up menu or entry field, press =.
•  Press x or z to select the appropriate pop-up menu option or until the correct numerical entry is 

present, and then press =.
• Press and hold x or z to scroll faster.

Pop-Up Entry Field

Pop-Up Menu
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1.

General Navigation Steps
To change the settings or enter information into the meter:

j  Press x or z to select a menu option and press =.
j  Repeat the previous step as necessary.
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4.
j  Select Save by pressing . to 

save changes and return to the 
previous screen.

j  Press x or z or < or > to 
select an option or a desired 
entry field and press =.

2.

j  Press x or z to select the 
desired entry and press =.

j  Repeat Steps 2 and 3, as 
necessary.

3.
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2

2 Getting Started
2.1 Overview 22
2.2 Coding Your Meter 23
2.3 Setup Wizard 25
2.4  Setup Wizard: Important Information 44
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2.1 Overview
Prior to using your ACCU-CHEK Aviva Combo meter for the first time:
•  Code the meter. If a code key is not inserted into the meter prior to turning on the meter, an error 

message appears. See Section 2.2, Coding Your Meter for instructions. 
• Set up the meter properly. See Section 2.3, Setup Wizard.
•  Consult with your healthcare professional to ensure the appropriate settings are selected. 

NOTE

Blood glucose and bG are interchangeable and mean the same thing.
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2

1. 2.

2.2 Coding Your Meter

j  Ensure the meter is off. j  Turn over the meter.

3.

j  Position the code key so that 
the code number faces away 
from you. Push it into the code 
key slot until it stops. 
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4.

j  Leave the code key in the 
meter until you open a new box 
of test strips.

WARNING

Change the code key every time you open a new box of test strips. 
Be sure the code key matches the code number on the test strip 
container. If they don’t match, you could get inaccurate results.

WARNING

Do not force the code key into the meter. It is designed to go in the 
meter only one way. 

NOTE

•  A new code key is inside each new box of test strips. 
•  If an improper, expired, or corrupted code key is inserted, you 

cannot complete a blood glucose test. 
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2

2.3 Setup Wizard
The first time you turn on the meter, the Setup Wizard is activated. 

The Setup Wizard assists you in selecting settings for:

• Meter language1

• Time and date1

• Units (carbs)1

• Warning limits for hypo (low) and hyper (high) blood glucose levels1

• Time blocks1

• Bolus advice (optional)

• bG test reminders (optional)

• Pairing the meter and pump (optional)
1You must set up these items in order to complete a blood glucose test. 

WARNING

•  It is important to discuss your individual settings for warning limits, time blocks, bolus advice, and bG 
test reminders with your healthcare professional. For more information, see Section 2.4, Setup Wizard: 
Important Information. 

• The default settings in the meter and the settings illustrated in this booklet are for example only.
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NOTE

•  Prior to turning on your meter for the first time, code your meter. See Section 2.2, Coding Your Meter 
for instructions.

• The Setup Wizard activates every time you turn on the meter until you complete the process.
•  If you turn off the meter during the Setup Wizard, you must reconfirm all of the settings in order to 

complete the Setup Wizard. 
• You must complete the Setup Wizard prior to performing a blood glucose test for the first time.
• To return to the previous screen in the Setup Wizard, select Back.
• A selected option is highlighted in blue.
•  If you choose not to set up bolus advice and bG test reminders as part of the Setup Wizard, these 

features can be set up later. For information on how to set up these features after completion of the 
Setup Wizard, see the Standard Owner’s Booklet. 
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1. 2. 3.

Completing the Setup Wizard

j  Press +. The meter beeps and 
displays this splash screen 
(ACCU-CHEK logo screen) for 
a short period of time (this 
screen appears each time the 
meter is turned on).

To Change the Language:
j  Press = to display the 

Language options. 
j  Select the desired Language 

and press =.

To Continue:
j  Select Next. 

To Change the Time Format:
j  Select the Time Format entry 

field and press =.
j  Select 12 hr or 24 hr Time 

Format and press = .
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4. 5.

To Change the Carb Units:
j  Press =.
j  Select Grams*, BE, KE, or CC 

and press =. 
j  Select Next.

Note: Once this is set and 
bolus advice is activated, this 
unit cannot be changed. If 
this unit needs to be changed, 
contact the ACCU-CHEK 
Customer Care Service Center at 
1-800-688-4578.

*  Standard unit of measure in the U.S.

To Change the Hyper (Upper) 
Blood Glucose Level:
j  Select the Hyper entry field 

and press =.
j  Set the Hyper (upper) blood 

glucose level and press =.

To Change the Time:
j  Select the Time entry field and 

press =.
j  Set the Hour and press =. 
j  Set the Minutes and press =.
j  If Time Format is 12 hr, select 

am or pm and press =.

To Change the Date:
j  Select the Date entry field and 

press =.
j  Set the Day and press =.
j  Set the Month and press =.
j  Set the Year and press =.

To Continue:
j  Select Next.
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6. 7.

To Change the Hypo (Lower) 
Blood Glucose Level:
j  Select the Hypo entry field and 

press =.
j  Set the Hypo (lower) blood 

glucose level and press =.

To Continue:
j  Select Next. j  To receive Bolus Advice, select 

Yes and proceed to Step 8.
j  If you do NOT want to receive 

Bolus Advice, select No and 
continue to Step 7.

If you Choose NOT to set up 
Bolus Advice:
You must edit at least one time 
block in order to complete the 
Setup Wizard.
j  Select Next.
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To Change the Time Blocks:
j  Select a Time Block to edit and 

press =.

To Change the End Time:
j  Select the End Time entry 

field and press =.
j  Set the End Time and 

press =.

To Change the Target Range: 
j  Select the entry field for the 

lower value of the Target 
Range and press =.

j  Set the lower value and 
press =.

j  Select the entry field for the 
upper value of the Target 
Range and press =.

j  Set the upper value and 
press =.

To Continue:
j  Select Save.
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The Target Range is copied to all 
Time Blocks. You may edit the 
Target Range for any other Time 
Block, if necessary.
j  Select OK.

j  Repeat the previous steps to 
change another Time Block.

j  To continue, select Next and 
proceed to Step 11.

8.

If you Choose to set up Bolus 
Advice:
You must edit at least one time 
block in order to complete the 
Setup Wizard.
j  Select Next.
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To Change the Time Blocks:
For the first Time Block that is 
edited, values for Carb Ratio 
and Insulin Sensitivity must be 
entered to complete the Setup 
Wizard.
j  Select a Time Block to edit and 

press =.
To Change the End Time:
j  Select the End Time entry 

field and press =.
j  Set the End Time and

press =.

scroll down

To Change the Target Range: 
j  Select the entry field for the 

lower value of the Target 
Range and press =.

j  Set the lower value and press 
=.

j  Select the entry field for the 
upper value of the Target 
Range and press =.

j  Set the upper value and press 
=.
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To Change the Carb Ratio:
j  Select the entry field for the 

number of Insulin Units and 
press =.

j  Set the number of Insulin Units 
and press =.

j  Select the entry field for the 
amount of Carbs and press 
=.

j  Set the amount of Carbs 
covered by the selected units 
of insulin and press =.

To Change the Insulin 
Sensitivity:
j  Select the entry field for the 

number of Insulin Units and 
press =.

j  Set the number of Insulin Units 
and press =. 

j  Select the entry field for the 
Insulin Sensitivity level and 
press =.

j  Set the Insulin Sensitivity level 
and press =. 

To Continue:
j  Select Save.

The Target Range, Carb Ratio, 
and Insulin Sensitivity are copied 
to all Time Blocks. You may edit 
the Target Range, Carb Ratio, and 
Insulin Sensitivity for any other 
Time Block, if necessary.
j  Select OK.
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j  Repeat the previous steps to 
change another Time Block. 

To Continue:
j  Select Next.

9.

To Change the Health Events:
j  Select the entry field of the 

Health Event to be changed 
and press =.

j  Set the percentage and press 
=.

j  Repeat the previous steps to 
change another Health Event.

To Continue:
j  Select Next.

10.

You must edit the Snack Size to 
complete the Setup Wizard.

To Change the Meal Rise:
j  Select the Meal Rise entry field 

and press =. 
j  Set the Meal Rise amount and 

press =.
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To Change the Snack Size:
j  Select the Snack Size entry 

field and press =.
j  Set the Snack Size amount 

and press =.

To Change the Acting Time:
j  Select the Acting Time entry 

field and press =. 
j  Set the Acting Time duration 

and press =.

To Change the Offset Time:
j  Select the Offset Time entry 

field and press =. 
j  Set the Offset Time duration 

and press =.

To Continue:
j  Select Next.

11.

j  To set up bG Test Reminders, 
select Yes and continue to  
Step 12.

j  If you do NOT want to set up bG 
Test Reminders, select No and 
proceed to Step 15.

When the Snack Size is changed, 
this screen appears.
j  Select OK.
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To Change the bG Threshold:
j  Select the bG Threshold entry 

field and press =.
j  Set the bG Threshold level and 

press =.

To Change the Remind After 
Time:
j  Select the Remind After entry 

field and press =.
j  Set the amount of time after 

a high bG test you want to be 
reminded to retest your blood 
glucose and press =. 

To Continue:
j  Select Next.

13.

To Turn On the After Low bG 
Reminder:
j  Select the Reminder entry field 

and press =.
j  Select On and press =.

12.

To Turn On the After High bG 
Reminder:
j  Select the Reminder entry field 

and press =.
j  Select On and press =.
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14.

To Turn On the After Meal 
Reminder:
j  Select the Reminder entry field 

and press =. 
j  Select On and press =.

To Change the Snack Size:
j  Select the Snack Size entry 

field and press =.
j  Set the Snack Size amount 

and press =.

To Change the Remind After 
Time:
j  Select the Remind After entry 

field and press =.
j  Set the amount of time after a 

meal you want to be reminded 
to test your blood glucose and 
press =.

To Continue:
j  Select Next.

If Bolus Advice is set up and the 
Snack Size is changed, then this 
screen appears.
j  Select OK.

To Change the bG Threshold:
j  Select the bG Threshold entry 

field and press =.
j  Set the bG Threshold level and 

press =.

To Change the Remind After 
Time:
j   Select the Remind After entry 

field and press =.
j  Set the amount of time after 

a low bG test you want to be 
reminded to retest your blood 
glucose and press =.

To Continue:
j  Select Next.

51449_00048010154_B.indb   37 8/7/12   11:59 AM1020

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



38

16.

You are ready to begin using 
your new meter.

Congratulations on 
completing the Setup Wizard!

If the meter and pump are NOT 
paired, the Pair with Pump 
screen appears.
j  Turn off the meter.

To Cancel Pairing:
j Proceed to Step 17.

To Pair the Meter and Pump:
j Proceed to Step 19. 

15.

 If the meter and pump are 
paired, the Setup Completed 
Successfully screen appears. 
j  To continue, select Next and 

proceed to Step 16.

or
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2
Pairing the Meter and Pump

19.

j  On the pump, repeatedly press 
and release d until the 
BLUETOOTH SETTINGS screen 
appears.

j  On the pump, press f.

18.

j Turn on the meter.
j Select Cancel.

j  Select Yes to cancel the pairing 
process and then proceed to 
Step 28.

17.

Cancelling Pairing
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22.

j  On the pump, repeatedly press 
and release d until the 
ADD DEVICE INITIATE PAIRING 
screen appears.

j  On the pump, press f to 
initiate the pairing process.

21.20.

On the pump, the BLUETOOTH 
ON/OFF screen appears. 
j  Ensure Bluetooth wireless 

technology is turned on. If 
turned off, on the pump press 
x to turn on.

j  Ensure the meter is turned off.
j  On the meter, press and hold 

* and then press +.
j  This meter screen appears. 

Continue to the next step.
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2
25.

On the Meter, Enter the PIN 
Shown on the Pump Display: 
j  Press =.
j  Set the first number and press 

=. Repeat until all of the 
numbers have been entered.

23. 24.

j  If the NO DEVICE FOUND 
screen appears, see the pump 
User Guide for information on 
troubleshooting. 

j  On the pump, select the meter 
to add and then press f.

 On the pump, the ADD DEVICE 
PAIRING screen appears 
followed by the ADD DEVICE 
ENTER PIN CODE screen.
j  Continue to the next step.
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j Turn on the meter.

27.

j  Ensure the PIN entered 
matches the numbers on the 
pump screen. Select Confirm.

If the correct PIN was entered, 
this Pair with Pump screen 
appears on the meter and the 
DEVICE PAIRED screen appears 
on the pump.
j  On the pump, press f to 

confirm the pairing.
j  Turn off the meter. Once the 

meter has turned off, the 
pairing process is complete.

and

26.
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2
NOTE

•  For instructions on how to 
cancel the pairing process, 
see the Advanced Owner’s 
Booklet.

•  For more detailed 
instructions on pairing and 
unpairing devices, see the 
Advanced Owner’s Booklet.

28. 29.

You are ready to begin using 
your new meter.

Congratulations on 
completing the Setup Wizard!

The Setup Completed 
Successfully screen appears.
j  Select Next.
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2.4  Setup Wizard: Important Information
Carbohydrate Units
You have a choice among different carb units in the meter that best fit your needs. The following 
carbohydrate units are available on the meter:

Abbreviation Unit of Measurement Gram Equivalent

g Grams* 1 gram

KE Kohlenhydrateinheit 10 grams

BE Bread Equivalent 12 grams

CC Carbohydrate Choice 15 grams

*Standard unit of measure in the U.S.

Warning Limits
• You can select hyper (high) and hypo (low) blood glucose limits that best fit your needs. 
•  Whenever a blood glucose test result is above the hyper warning limit or below the hypo warning limit, the 

meter displays a warning. 
• Set the hyper warning limit greater than the target range of all time blocks.
• Set the hypo warning limit less than the target range of all time blocks.
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2
Time Blocks
•  Setting time blocks to fit your own schedule helps you and your healthcare professional see how patterns 

in your blood glucose may be affected by your daily activities and lifestyle.

• Time blocks cover a 24-hour time period (from midnight to midnight).

• The meter comes with five preset time blocks. You may set up to eight time blocks. 

• You can change the time period for any of the default time blocks.

• You must complete and save the settings in at least one time block.

• Each time block must be at least 30 minutes long and can only be set in 30-minute increments. 

•  When you set the end time for a time block, the meter automatically sets this end time as the start time for 
the next time block.

• You can set a different target blood glucose range for each time block.

• The target range for each time block must be within the hypo and hyper warning limits.

•  If bolus advice is set up, you must set the carb ratio and insulin sensitivity for the first time block you edit.

•  When a time block is edited for the first time, the settings (target range, carb ratio, and insulin sensitivity) 
are applied to all of the other time blocks.

• “Next” will not appear on the Time Blocks screen in the Setup Wizard until at least one time block is saved.
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Time Block 12-Hour Format

1 12:00 am–5:30 am

2 5:30 am–11:00 am

3 11:00 am–5:00 pm

4 5:00 pm–9:30 pm

5 9:30 pm–12:00 am

Your meter comes with the following default time blocks:
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2

Time Block Start Time End Time

1. Night time Midnight The time you normally wake up

2. Breakfast The time you normally wake up 1½ hours before you normally eat 
lunch

3. Lunch 1½ hours before you normally eat 
lunch

1½ hours before you normally eat 
dinner

4. Dinner 1½ hours before you normally eat 
dinner

1½ hours before you normally go to 
bed

5. Bedtime 1½ hours before you normally go to 
bed

Midnight

Talk to your healthcare professional about setting up time blocks to help you manage your diabetes. Here is 
a suggested pattern:
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Bolus Advice
• Bolus advice calculates a bolus for you that is adapted to the time of day and your changing situations. 
• This function is activated only if you set up bolus advice on your meter. 
•  Bolus advice provided by the meter is solely advice. Do not change your therapy based on one reading. 

Contact your healthcare professional prior to changing your diabetes therapy.
• For more detailed information on bolus advice, see the Advanced Owner’s Booklet.

Carb Ratio
• The carb ratio is the amount of insulin necessary to account for a certain number of carbohydrates.
• Talk with your healthcare professional to determine the appropriate carbohydrate ratio.

Insulin Sensitivity
• The insulin sensitivity is the amount of insulin necessary to lower your blood glucose by a certain amount.
• Talk with your healthcare professional to determine the appropriate insulin sensitivity settings.
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2
Health Events
Health events can be selected to indicate how you are feeling or what you are doing that might affect your 
diabetes. Your meter allows you the option of setting a percentage for each health event, except for Fasting, 
if you set up bolus advice. Fasting does not scale bolus advice calculations and is not adjustable. 

Health events available on the meter are:

• Exercise 1
• Exercise 2
• Stress
• Illness
• Premenstrual
• Fasting

A positive percentage (+) increases the bolus amount and a negative percentage (-) decreases the bolus 
amount. Discuss the appropriate percentage for each health event with your healthcare professional.
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Bolus Advice Options
Meal rise, snack size, acting time, and offset time are bolus advice options. See below for detailed 
descriptions of each of these settings.

Meal Rise
•  During or after meals, an increase in blood glucose levels is considered normal within a certain range, 

even though a meal bolus has been delivered.  
•  Enter the maximum increase in your blood glucose test result that is to be tolerated without an additional 

correction bolus.

Snack Size
•  The snack size is the amount of carbohydrates that is not to be counted as a regular meal with the 

expected meal rise.
•  An increase in your blood glucose test result is not tolerated since the meal rise factor is not triggered for 

bolus advice calculations.
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2
Acting Time
•  The period of time from the start of the meal rise or the delivery of a correction bolus until your blood 

glucose level is expected to return to the target level. 
•  You can adjust the length of the acting time to fit your individual needs, within a specified time interval 

(1½ hours to 8 hours).

Offset Time
•  Offset time takes into account the expected delay for the blood glucose level to actually fall during the 

acting time of insulin in the body.
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bG Test Reminders
•  Your meter can be set up to remind you to retest your blood glucose after a high bG test result, after a low 

bG test result, or after a meal.
•  The after meal bG test reminder is set up with a carb value for the snack size and occurs only after the 

snack size is exceeded. 
• Any of the bG test reminders can be turned on or off individually, as needed. 

Pairing
• Pairing is when your meter and pump exclusively communicate and transfer information with each other. 
• When obtained as a kit, your meter and pump come paired utilizing Bluetooth wireless technology.
• The meter may be paired with only one pump at a time. 
•  Other Bluetooth wireless technology devices (e.g., cell phone, printer, etc.) cannot be paired with, 

communicate with, or access your personal information on your meter or pump.
•  If you want to cancel pairing or need more detailed information on pairing, see the Advanced Owner’s 

Booklet.
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3

3 Testing Your Blood Glucose
3.1 Overview 54
3.2  Performing a Blood Glucose Test 55
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3.1 Overview
Before You Start Testing
Before you perform your first blood test, ensure the ACCU-CHEK Aviva Combo meter is set up correctly and 
that you perform a control test. You need a coded meter, a test strip, and a lancing device.

WARNING 

• Do not change your treatment because of one blood glucose test result.
• NEVER ignore symptoms of high or low blood glucose.

NOTE

•  If you need to perform a control test, only use ACCU-CHEK Aviva control solutions. See the Standard 
Owner’s Booklet for more information about control testing.

• For more information on blood glucose testing, see the Standard Owner’s Booklet.
• Blood glucose and bG are interchangeable and mean the same thing.
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3

3.2  Performing a Blood Glucose Test

WARNING

•  During normal testing any blood glucose meter or lancing device may come in contact with blood. All 
parts of the kit are considered biohazardous and can potentially transmit infectious diseases from 
bloodborne pathogens, even after you have performed cleaning and disinfection.1,2

•  Clean and disinfect the lancing device once per week to remove visible dirt or other material for safe 
handling and/or prior to disinfecting.3

•  Clean and disinfect the lancing device before allowing anyone else to handle the lancing device, for 
instance if you have someone assisting you. Do not allow anyone else to use the lancing device.1,2

•  If the meter is being operated by a second person who is providing testing assistance to the user, the 
meter and lancing device should be cleaned and disinfected prior to use by the second person.

•  Disinfect the meter and lancing device before allowing anyone else to handle them. Do not allow 
anyone else to test with the meter or lancing device.

•  It is important to keep the meter and lancing device clean and disinfected. For instructions on how to 
clean and disinfect the meter and lancing device, see the Standard Owner’s Booklet.

•  Wash hands thoroughly before and after handling the meter, lancing device, or test strips.
1,2,3 See Appendix B
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1.

j  Wash and dry your hands. Dirty 
hands could affect results.

j  Prepare the lancing device for 
a fingertip test.

j  Always use a new lancet with 
each test.

j  Insert the golden end of a 
test strip into the meter in the 
direction of the arrow. The 
meter turns on.

2.

j  Ensure the code number 
on the display matches the 
code number on the test strip 
container. If you miss seeing 
the code number, remove the 
test strip and reinsert it into 
the meter.

3.

Prepare > Insert Test Strip > Match Code Number > Test Blood Sample > bG Test Result
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3

j  The Apply Sample screen 
appears. The test strip is ready 
for testing.

4.

Fingerstick:
j  Perform a fingerstick with the 

lancing device.

5.

Fingerstick:
j  Gently squeeze your finger to 

assist the flow of blood. This 
helps you get a blood drop. 

6.
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j  Touch the blood drop to the 
front edge of the yellow 
window of the test strip. Do 
not put blood on top of the test 
strip. 

7. 9.

The result appears on the 
display. 

When the test strip has enough 
blood, the Analyzing screen 
appears. 

8.
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3
10.

Approximately 3 seconds later, 
the detailed bG Result screen 
appears.
j  Remove and discard the used 

test strip. 
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NOTE

• If the blood drop is too small, reapply pressure to get a sufficient blood drop. 
• For more information regarding blood glucose test results, see the Standard Owner’s Booklet.
•  To add detailed information to the blood glucose test result (meal time, carbs, and health events), 

see the Standard Owner’s Booklet.
•  If a test strip error occurs, remove and discard the used test strip and repeat the test with a new test 

strip.
• Be careful not to put any fluids into the test strip slot.
•  When a test strip is in the meter, the buttons are inactive. The buttons become active when you 

remove the test strip or when the test is complete.
• The meter cannot be turned off when the following screens are displayed:

• Match Code to Vial
• Apply Sample
• Analyzing
• bG Result
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Appendices
Appendix A: Explanation of Symbols
You may encounter the following symbols on the packaging, on the type plate (back of meter), and in the 
instructions for the ACCU-CHEK Aviva Combo meter, shown here with their meaning.  

w Caution, refer to safety-related notes in the instructions for use accompanying this product.

Federal law (USA) restricts this device to sale by or on the order of a physician per  
21 CFR 801.109.*

1.5V AAA

* Code of Federal Regulations
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Appendix C: Limited License
CAUTION

A RESTRICTED LICENSE LIMITS USE OF THE ACCU-CHEK AVIVA COMBO SYSTEM—READ CAREFULLY THE 
LIMITATIONS RECITED BELOW.

The ACCU-CHEK Aviva Combo system (meter, including the code key, and test strips) and its use are 
protected by U.S. Patent Nos. 6,645,368 (expires 22-December-2017); 5,366,609 (expires 8-June-2013); 
5,352,351 (expires 8-June-2013); 7,276,146 (expires 4-October-2022); 7,276,147 (expires 4-October-2022); 
7,407,811 (expires 9-May-2020); 7,452,457 (expires 2-May-2026); 7,488,601 (expires 1-February-2026); 
7,494,816 (expires 29-December-2019); 7,569,126 (expires 28-December-2026); and 7,604,721 (expires 
12-August-2026).  A license to use the ACCU-CHEK Aviva Combo system is required until the expiration of the 
last-to-expire patent listed above and is only granted when the ACCU-CHEK Aviva Combo meter is used with 
the ACCU-CHEK Aviva Plus test strips and ACCU-CHEK Aviva Plus code keys.

ACCU-CHEK Aviva Plus test strips are provided with a specifically matched ACCU-CHEK Aviva Plus code key.  
These test strips and code keys are specifically manufactured for operation with the ACCU-CHEK Aviva Combo 
meter.  Use of other test strips with an unmatched code key or even with the matched code key supplied by 
another manufacturer may prevent or impair the proper function of the ACCU-CHEK Aviva Combo system.
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Using the ACCU-CHEK Aviva Combo system indicates your acceptance of the restricted license to use 
the ACCU-CHEK Aviva Combo system only with ACCU-CHEK Aviva Plus test strips and the corresponding 
ACCU-CHEK Aviva Plus code key.  If you do not agree to the terms and conditions of the restricted license, you 
may return, at the place of purchase, the unused ACCU-CHEK Aviva Combo system for a full refund.  If you 
have any questions, please call the ACCU-CHEK Customer Care Services Center at 1-800-688-4578.

Except where prohibited by statute, all warranties covering the ACCU-CHEK Aviva Combo system are voided 
by use of the ACCU-CHEK Aviva Combo system with any test strips or code keys other than ACCU-CHEK  
Aviva Plus test strips or code keys.
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CAUTION

A RESTRICTED LICENSE LIMITS USE OF THE ACCU-CHEK FASTCLIX SYSTEM (device and lancet drums). 
READ CAREFULLY THE LIMITATIONS RECITED BELOW.

The ACCU-CHEK FastClix system (device and lancet drums) and its use are protected by U.S. Patent Nos. 
Re. 35,803 (expires 9-December-2012); 7,322,998 (expires 3-March-2020); and 7,785,338 (expires 
5-January-2026).  A license to use the ACCU-CHEK FastClix system is required until the expiration of the  
last-to-expire patent listed above and is only granted when ACCU-CHEK FastClix lancet drums are used with 
the ACCU-CHEK FastClix device.

ACCU-CHEK FastClix lancet drums are high precision components that are produced to the close tolerances 
required for satisfactory operation with the ACCU-CHEK FastClix device.  Use of other lancet drums with the 
ACCU-CHEK FastClix device may prevent or impair proper function of the ACCU-CHEK FastClix device.
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Using the ACCU-CHEK FastClix device indicates your acceptance of the restricted license to use the 
ACCU-CHEK FastClix device only with ACCU-CHEK FastClix lancet drums.  If you do not agree to the terms and 
conditions of the restricted license, you may return, at the place of purchase, the unused ACCU-CHEK FastClix 
device for a full refund.  If you have any questions, please call the ACCU-CHEK Customer Care Services Center 
at 1-800-688-4578 .

Except where prohibited by statute, all warranties covering the ACCU-CHEK FastClix device are voided by use 
of the ACCU-CHEK FastClix device with any lancet drums other than ACCU-CHEK FastClix lancet drums.
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Glossary
Term Definition
Acting Time The period of time from the start of the meal rise or the delivery of a 

correction bolus until your blood glucose level is expected to return to the 
target level.

Advice Options Factors that influence bolus advice calculations including meal rise, snack 
size, acting time, and offset time.

After High bG Reminder A reminder to retest your blood glucose. When enabled, this reminder 
occurs after a high blood glucose test result. 

After Low bG Reminder A reminder to retest your blood glucose. When enabled, this reminder 
occurs after a low blood glucose test result.

After Meal Reminder A reminder to retest your blood glucose. When enabled, this reminder 
occurs after a meal. For this reminder to occur, you must enter 
carbohydrate data greater than the snack size amount.

BE Bread Equivalent (1 BE = 12 g carbohydrates).

bG Test Reminders  Reminders to retest your blood glucose after a high blood glucose test 
result, after a low blood glucose test result, or after a meal.
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Term Definition
bG Threshold A bG test reminder setting. The upper limit for your blood glucose for a 

high bG test reminder and the lower limit for your blood glucose for a low 
bG test reminder.

Blood Glucose (bG) The level of glucose in the blood.

Bluetooth Wireless Technology Wireless short-range communications technology which connects devices 
(such as meter and pump) in order to exchange information.

Bolus The delivery of insulin all at once rather than slowly throughout the day, 
usually used to compensate for meals or high blood glucose.

Bolus Advice When enabled, bolus advice provides recommendations on the amount of 
insulin for food intake and for correcting blood glucose levels that are not 
within your target range.

Bolus Advice Options See Advice Options.

Carb Ratio The amount of insulin necessary to account for a certain number of 
carbohydrates.

Carbohydrates (or Carbs) Carbohydrate foods include sugars and starches. Carbohydrates can raise 
blood glucose levels slowly or rapidly. Carbohydrates are generally 
counted to calculate a bolus insulin dose.

CC Carbohydrate Choice (1 CC = 15 g carbohydrates).
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Term Definition
Control Test A meter test using control solution which lets you know that the meter 

and test strips are working properly.

Day Period of time starting at 12:00 am and ending at 11:59 pm.

End Time The end time of a time block.

g Grams.

Health Events A pop-up menu selection (exercise 1, exercise 2, stress, illness, 
premenstrual, or fasting) that allows information to be stored with a blood 
glucose test result or in a diary record and percentages that could adjust 
bolus advice recommendations for your current health status or activities.

Hyper Hyperglycemia: an abnormally high level of glucose in the blood.

Hyper Warning Limit When your blood glucose test result is above the hyper warning limit, a 
warning is displayed.

Hypo Hypoglycemia: an abnormally low level of glucose in the blood.

Hypo Warning Limit When your blood glucose test result is below the hypo warning limit, a 
warning is displayed.

Insulin Pump A device that delivers a continuous supply of insulin into the body.
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Term Definition
Insulin Sensitivity The amount of insulin necessary to lower your blood glucose by a certain 

amount.

KE Kohlenhydrateinheit (1 KE = 10 g carbohydrates).

Meal Rise During or after meals, an increase in blood glucose levels is considered 
normal within a certain range, even though a meal bolus has been 
delivered. A meal rise is in effect for a specified time period.

Meal Time A pop-up menu selection (Pre Meal, Post Meal, Bedtime, or other) that 
allows information to be stored with a blood glucose test result or in a 
diary record.

Meter Blood glucose meter.

mg/dL Milligram per deciliter.

Note Additional information.

Offset Time  Offset time takes into account the expected delay for the blood glucose 
level to actually fall during the acting time of insulin in the body. It 
describes the first time period within the acting time.

Paired A pump and meter exclusively communicating and transferring 
information with each other.
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Term Definition
Pump See Insulin Pump.

Remind After A bG test reminder setting. The amount of time after a high blood glucose 
test result, after a low blood glucose test result, or after a meal you want 
the reminder to occur.

Reminder When enabled, reminders occur to remind you to test your blood glucose, 
to retest your blood glucose or of an event or activity.

Snack Size The amount of carbohydrates that is not to be counted as a regular meal 
with the expected meal rise.

Soft Keys Two keys under the meter display used to navigate through the user 
interface. Just above each soft key, the meter display shows the selection 
(e.g., Save, Cancel, Back, etc.). 

Start Time The start time of a time block.

Target Range The desired upper and lower limits of your blood glucose level considered 
acceptable as set by your healthcare professional.

Time Blocks Up to eight time periods within one day to facilitate your changing insulin 
needs throughout the day.

User A person using the meter or pump.
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Term Definition
Warning Describes items and conditions that present hazards and may cause 

personal injury.

Warning Limits See Hyper Warning Limit or Hypo Warning Limit. 
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Index

A
acting time,  35, 50–51
advice options,  50–51
after high bG reminder,  36, 52
after low bG reminder,  36–37, 52
after meal bG reminder,  37, 52

B
backlight,  7, 9–10
batteries,  8, 14, 61
BE,  44
bG test reminders,  25, 35–37, 52
bG threshold,  36–37
blood glucose testing,  54–60
Bluetooth wireless technology,  10, 14–16, 52
bolus advice,  25–26, 29, 31–34, 37, 45, 48–50
buttons,  7, 9–11, 14, 60

C
carbohydrates, units of measure,  28, 44
carb ratio,  32–33, 45, 48
CC,  44
code chip See code key
code key,  6–8, 22–24
coding the meter,  22–24
control solution,  8, 54
control test,  54

D
date,  14, 25, 28
display,  7, 14, 17–18

E
end time,  30, 32, 45, 47
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G
g (grams),  44

H
health events,  34, 49, 60
hyper blood glucose level,  25, 28, 44
hyper warning limit,  25, 28, 44–45
hypo blood glucose level,  25, 29, 44
hypo warning limit,  25, 29, 44–45

I
infrared (IR) window,  7–8
insulin pump,  12
insulin sensitivity,  32–33, 45, 48

K
KE,  44

L
lancing device,  54–58
language,  25, 27

M
meal rise,  34, 50
meal time,  60
meter,  3, 7–11

N
navigation,  13–20

O
offset time,  35, 51

P
pairing,  11, 25, 38–44, 52
pump See insulin pump
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R
remind after,  36–37

S
snack size,  34–35, 37, 50
soft keys,  7, 9–10, 17
start time,  45, 47
symbols,  61

T
target range,  30–31, 32, 44–45
test strip,  7–8, 24, 54–60
time,  14, 25, 28
time blocks,  25, 29–34, 45–47
time format,  27

U
Units of Measure See carbohydrates, units of 

measure

W
warning,  61
warning limits,  25, 28, 44
warranty, See Standard Owner’s Booklet for 

ACCU-CHEK Aviva Combo Blood Glucose Meter
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ACCU-CHEK Connect Diabetes Management App  
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Blue Nile app information 

Application name (full):  ACCU-CHEK® Connect Diabetes Management App 

Application name (30 max):  ACCU-CHEK® Connect App 

Description (4000 characters max.): 

The ACCU-CHEK Connect diabetes management app provides easy tracking of your diabetes data. A 
choice of reports helps you identify trends and patterns in your blood sugar levels to support better 
management of your diabetes: 

• Auto-transfer of blood glucose data from ACCU-CHEK Connect meter. 

•  Bolus insulin advice based on blood glucose and carbohydrates for those using bolus/basal insulin 
therapy 

•  Connection to an ACCU-CHEK Connect online personal account with additional diabetes 
management tools. 

•  3-Day Profile - For meaningful blood sugar testing with reminders and charts. 

•  Logging of health events which influence blood sugar levels: meals (size, carbs, or calories), 
insulin, exercise, medications, blood pressure, weight and health state. Notes and photos can also 
be added. 

•  Option to share your diabetes information with your healthcare team via connected online 
accounts, email or text message. 

The ACCU-CHEK Bolus Advisor feature must be activated by your healthcare professional with appropriate 
information needed for set-up and use. 

The ACCU-CHEK Connect diabetes management app is intended as an aid in the treatment of diabetes. 
The ACCU-CHEK Connect diabetes management app provides for electronic download of blood glucose 
meters, manual data entry, storage, display, transfer, and self-managing of blood glucose and other related 
health indicators which can be shown in report and graphical format.  

Small screens – less than 3.2in (8.1cm) diagonal, or less than 480x800 pixels – are not supported. 

If you need further help with this application, you can find your country’s ACCU-CHEK customer support 
contact information at www.accu-chek.com. 

Information about Permissions required by this app: 

Send SMS Messages, Read Your Contacts, Read Call Log: used only if you choose to share data with third 
parties. The app does not automatically use these features. 

Full Network Access: used only if you choose to share data with third parties, or register the paired blood 
glucose meter, or transfer data/images to ACCU-CHEK Connect online account 

Read Phone Status and Identity: used to protect your data that is stored on the phone 

Read Application Data: used only to determine the foreground/background status of this app and does not 
read data, change, or otherwise interfere with other apps 

Version 1.0.4.0 

© 2014 Roche Diagnostics 
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Manufacturer: 

Roche Diagnostics GmbH 

Sandhofer Strasse 116 

68305 Mannheim, Germany 

www.accu-chek.com 

ACCU-CHEK and ACCU-CHEK CONNECT are trademarks of Roche. 

CE 0088 This product fulfils the requirements of the European Directive 93/42/EEC on medical devices. 

 

 

12

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Publisher: Roche Diagnostics 

Screenshots (must be min 320  to max of 3840 pixels on an edge, 24 bit PNG or JPEG (no alpha), portrait 
or landscape): 2+ files 

Icon (must be 512 x 512, 32 bit PNG, Max: 1024 KB: separate file) 

Small Icon (req. for Blue Nile appstore for Android, 114x114, 32 bit PNG): (separate file) 

Promotional image (optional): (must be 512 x 512, 32 bit PNG: separate file) 

Video (optional, separate file):  

· At least 720 px wide (4:3 or 16:9) 
· 30 megabytes (maximum) 
· 1200 kbps or higher 
· MPEG-2, WMV, Quicktime, FLV, AVI, H.264 MPEG-4 

Languages: Chinese (Simp), Dutch, English, French (Fr), French (Cn), German, Italian, Spanish, 
Portuguese (Br), Russian, Turkish   

Application type: Applications 

Category (Android Market): Medical 

Category (Amazon.com appstore for Android): Health & Fitness, Subcategory: Medical 

Keywords: diabetes, diabetes management, blood glucose, insulin, bolus, advisor, carbohydrates, carbs, 
connect, 3-Day Profile, Testing in Pairs, BG, log, logbook, trend graph, reminder, ACCU-CHEK 

Copy protection: On 

Content Rating: Everyone 

Pricing: free 

Countries: (launch country list)  

Contact Information: 

Website: http://www.accu-chek.com 

Email (optional): 

Phone (optional): 

Consent: Click both and save 

Diabetes Management App 

52889-07250428004-0914 
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Screenshots 
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1/7  

510(k) Summary 

 
Introduction According to the requirements of 21 CFR 807.92, the following information 

provides sufficient detail to understand the basis for a determination of 
substantial equivalence. 

 
1) Submitter 
name, 
address, 
contact 

Primary contact: 
 
Mike Flis 
Roche Diagnostics Corporation 
9115 Hague Rd. 
Indianapolis, IN  46250 
(317) 521-2110 

Secondary contact: 
 
Chunhong (Emma) Tao 
Roche Diagnostics Corporation 
9115 Hague Rd. 
Indianapolis, IN  46250 
(317) 521-7227 

 
Date Prepared:  January 27, 2015 

 
2) Device 
name 

Proprietary Name: ACCU-CHEK Connect Diabetes Management App 
Common Name: diabetes management software 
 
Primary 
Classification Name: drug dosing calculator 
Classification Regulation:  21 C.F.R. § 868.1890; Class II 
Product Code:  NDC 
 
Secondary 
Classification Name: calculator/data processing module for clinical use 
Classification Regulations:  21 C.F.R. § 880.5725, 862.1345, 862.2100; Class 
II 
Product Code:  LZG, LFR, JQP 

Continued on next page 
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510(k) Summary, Continued 

 
3) Predicate 
device 

ACCU-CHEK Aviva Combo meter, cleared as a component of the ACCU-
CHEK Combo System in #k111353. 
 
The ACCU-CHEK Combo System consists of three (3) main components: 
 

· ACCU-CHEK Aviva Combo blood glucose meter 
· ACCU-CHEK Spirit Combo insulin pump 
· ACCU-CHEK 360° Insulin Pump Configuration Software 

 
The ACCU-CHEK Aviva Combo meter serves as a hub for the ACCU-CHEK 
Combo System. The monitor has three main functions: 
 

· Blood glucose monitor 
· Remote control of ACCU-CHEK Spirit Combo insulin pump 
· Calculation of insulin bolus 

 
The ACCU-CHEK Aviva Combo blood glucose meter is intended for the 
quantitative measurement of blood glucose. The ACCU-CHEK Aviva Combo 
meter is intended for self-testing outside the body (in vitro diagnostic use) by 
people with diabetes at home as an aid to monitoring the effectiveness of 
diabetes control.  The ACCU-CHEK Aviva Combo meter can be used to 
interface with and remotely control the ACCU-CHEK Spirit Combo insulin 
infusion pumps via radio frequency communication. The ACCU-CHEK 
Aviva Combo meter is also indicated for the management of diabetes by 
calculating an insulin dose or carbohydrate intake based on user-entered data. 
 

Continued on next page 
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510(k) Summary, Continued 

 
4) Device 
Description 

The ACCU-CHEK Connect Diabetes Management App is designed to 
facilitate efficient collecting, transmitting, and analyzing of blood glucose 
results and other diabetes management data.  The App helps: 
 

· Wireless transfer of data from ACCU-CHEK Aviva Connect Blood 
Glucose Meter.  

· Assist in general diabetes management through logging of contextual 
data.  

· ACCU-CHEK Bolus Advisor support of mealtime insulin dosing 
calculations. 

· Perform structured testing. 
· Wireless transfer of data from mobile devices to ACCU-CHEK 

Connect Online Diabetes Management System and optionally share 
this data with healthcare provider (HCP) or caregiver. 

 
The insulin bolus calculations provided by the app are meant for patients 
undergoing multiple daily injection therapy. Bolus calculators, such as the 
ACCU-CHEK Bolus Advisor, have been demonstrated to facilitate the 
optimization of glycemic control in patients who are trained in multiple daily 
insulin injection therapy and under the supervision of healthcare professionals 
experienced in managing insulin-treated patients.  Such calculators have also 
been shown to reduce patient fear of hypoglycemia and improve patient 
confidence in diabetes management. 
 
The ACCU-CHEK Connect Diabetes Management App is not intended to 
serve as an accessory to an insulin pump. 

Continued on next page 
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510(k) Summary, Continued 

 
5) Intended 
use 

The ACCU-CHEK Connect Diabetes Management App is indicated as an aid 
in the treatment of diabetes.  The software provides for electronic download 
of blood glucose meters, manual data entry, storage, display, transfer, and 
self-managing of blood glucose and other related health indicators which can 
be shown in report and graphical format. 
 
The ACCU-CHEK Bolus Advisor, as a component of the ACCU-CHEK 
Connect Diabetes Management App, is indicated for the management of 
diabetes by calculating an insulin dose or carbohydrate intake based on user-
entered data.  Before its use, a physician or healthcare professional must 
activate the bolus calculator and provide the patient-specific target blood 
glucose, insulin-to-carbohydrate ratio, and insulin sensitivity parameters to be 
programmed into the software.  

 
6) Substantial 
equivalence 

The ACCU-CHEK Connect Diabetes Management App is substantially 
equivalent to the drug dosage calculator function of the ACCU-CHEK Aviva 
Combo meter. 

 
7) Data 
demonstrating 
substantial 
equivalence 

Performance testing on the ACCU-CHEK Connect Diabetes Management 
App demonstrated that the device meets the performance requirements for its 
intended use. The data demonstrate that the device is substantially equivalent 
to the predicate device. 

Continued on next page 
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510(k) Summary, Continued 

 
8) 
Similarities/ 
Differences 

The following is a listing of the key similarities and differences between the 
ACCU-CHEK Connect Diabetes Management App and the predicate device. 
 

 
Feature /Claim ACCU-CHEK Connect Diabetes 

Management App 
ACCU-CHEK Combo System 
(#k111353) 

Intended Use The ACCU-CHEK Connect 
Diabetes Management App is 
indicated as an aid in the treatment 
of diabetes.  The software provides 
for electronic download of blood 
glucose meters, manual data entry, 
storage, display, transfer, and self-
managing of blood glucose and 
other related health indicators which 
can be shown in report and 
graphical format. 
 
The ACCU-CHEK Bolus Advisor, 
as a component of the ACCU-
CHEK Connect Diabetes 
Management App, is indicated for 
the management of diabetes by 
calculating an insulin dose or 
carbohydrate intake based on user-
entered data.  Before its use, a 
physician or healthcare professional 
must activate the bolus calculator 
and provide the patient-specific 
target blood glucose, insulin-to-
carbohydrate ratio, and insulin 
sensitivity parameters to be 
programmed into the software. 

The ACCU-CHEK Aviva Combo 
blood glucose meter is intended for 
the quantitative measurement of 
blood glucose. The ACCU-CHEK 
Aviva Combo meter is intended for 
self-testing outside the body (in 
vitro diagnostic use) by people with 
diabetes at home as an aid to 
monitoring the effectiveness of 
diabetes control.  The ACCU-
CHEK Aviva Combo meter can be 
used to interface with and remotely 
control the ACCU-CHEK Spirit 
Combo insulin infusion pumps via 
radio frequency communication. 
The ACCU-CHEK Aviva Combo 
meter is also indicated for the 
management of diabetes by 
calculating an insulin dose or 
carbohydrate intake based on user-
entered data. 

Prescription / 
over-the-counter 
use? 

Over-the-counter distribution of 
App, with bolus calculator function 
disabled until activated by physician 

Prescription use due to relationship 
with insulin pump 

User Group Diabetes patients treated with 
multiple daily insulin injection 
(MDI) therapy 

Diabetes patients treated with 
insulin pump therapy or multiple 
daily insulin injection (MDI) 
therapy 

Bolus Calculator 
Set-up stage 

During the ACCU-CHEK Connect 
Diabetes Management App’s bolus 
calculator set-up stage, the 
following information must be 

No difference, the same information 
is inputted into the ACCU-CHEK 
Combo meter during the bolus 
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Feature /Claim ACCU-CHEK Connect Diabetes 
Management App 

ACCU-CHEK Combo System 
(#k111353) 

entered. 
Time Blocks 
Target Range 
Carb Ratio 
Insulin Sensitivity 
Health Event Percentages 
Meal Rise 
Snack Size 
Acting Time 
Offset Time 

calculator set-up stage. 

Bolus Calculator 
inputs 

Once the set-up stage has been 
completed, the patient may begin 
using the ACCU-CHEK Bolus 
Advisor in the ACCU-CHEK 
Connect Diabetes Management 
App.  Bolus recommendations can 
be triggered by inputting the 
following information prior to each 
meal: 
Measure blood glucose 
Enter carbohydrates 
Enter Health Event 

No difference, the same information 
is inputted by the patient prior to 
each meal to trigger a 
recommendation. 

Communicate 
with insulin 
pumps? 

No Yes 

Software Level of 
Concern 

Major Major 

Operating 
platform 

Mobile based application Built within the blood glucose meter 

Connectivity to 
Meter 

Bluetooth Low Energy (BLE) N/A 

Control or affect 
the blood glucose 
meter’s 
measurements? 

No No 

Reports, graphs,  
and Electronic 
Log Book 

Yes No 

Carbohydrate 
Calculator 

Calculate carbohydrate intake based 
on user-entered data 

Calculate carbohydrate intake based 
on user-entered data 
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Feature /Claim ACCU-CHEK Connect Diabetes 
Management App 

ACCU-CHEK Combo System 
(#k111353) 

Bolus Calculator Yes Yes 

Bolus Calculator 
Security 

Bolus calculator function is 
controlled as a prescription device; 
the bolus calculator must be 
activated by licensed healthcare 
provider. Access to the bolus 
calculator function requires licensed 
healthcare provider activation.   

The bolus calculator software is 
embedded within a prescription 
device.   

Allow manual 
entry? 

Yes No 

Back-calculation 
prevents insulin 
stacking? 

Yes Yes 
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FORM FDA 3881 (8/14) Page 1 of 1 PSC Publishing Services (301) 443-6740       EF

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Administration

Indications for Use

Form Approved: OMB No. 0910-0120
Expiration Date: January 31, 2017
See PRA Statement below.

510(k) Number (if known)
K141929

Device Name
ACCU-CHEK Connect Diabetes Management App

Indications for Use (Describe)
The ACCU-CHEK Connect Diabetes Management App is indicated as an aid in the treatment of diabetes.  The software 
provides for electronic download of blood glucose meters, manual data entry, storage, display, transfer, and self-managing 
of blood glucose and other related health indicators which can be shown in report and graphical format.

Type of Use (Select one or both, as applicable)

Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C) 

CONTINUE ON A SEPARATE PAGE IF NEEDED. 

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete  
and review the collection of information. Send comments regarding this burden estimate or any other aspect  
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid OMB number.”
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FORM FDA 3881 (8/14) Page 1 of 1 PSC Publishing Services (301) 443-6740       EF

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Administration

Indications for Use

Form Approved: OMB No. 0910-0120
Expiration Date: January 31, 2017
See PRA Statement below.

510(k) Number (if known)
K141929

Device Name
ACCU-CHEK Connect Diabetes Management App

Indications for Use (Describe)
The ACCU-CHEK Bolus Advisor, as a component of the ACCU-CHEK Connect Diabetes Management App, is indicated 
for the management of diabetes by calculating an insulin dose or carbohydrate intake based on user-entered data.  Before 
its use, a physician or healthcare professional must activate the bolus calculator and provide the patient-specific target 
blood glucose, insulin-to-carbohydrate ratio, and insulin sensitivity parameters to be programmed into the software. 

Type of Use (Select one or both, as applicable)

Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C) 

CONTINUE ON A SEPARATE PAGE IF NEEDED. 

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete  
and review the collection of information. Send comments regarding this burden estimate or any other aspect  
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid OMB number.”
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Introduction and definitions of key terms .....................................................................................................3

Section 1: Basic setup .........................................................................................................................................7
This section shows you how to set up the Bolus Advisor for the first time in order to receive basic 
bolus advice. It then provides step-by-step instructions for calculating a bolus.  

Alternative scenarios ........................................................................................................................................ 11
Recording carbohydrates and bolus insulin delivered without using bolus advice
Bolus advice without entering a blood glucose value
Carbs advice with a hypo blood glucose result
Bolus advice with a low blood glucose result

Section 2: Additional Bolus Advisor settings ..................................................................................... 13
This section covers other settings that can be used to customize the Bolus Advisor, then provides  
step-by-step instructions for calculating a bolus using those settings.  

Alternative scenarios ........................................................................................................................................ 22
Combined adjustments to bolus advice
Traveling to a new time zone
Recording carbohydrates and bolus insulin delivered without using bolus advice

Appendix ................................................................................................................................................................... 24
Advice Options: Meal Rise, Acting Time, Offset Time and Snack Size 

Table of Contents

1  R Ziegler et al: Use of an insulin bolus advisor improves glycemic control in multiple daily insulin injection (MDI) therapy patients with suboptimal control:  first results from the 
ABACUS trial; Diabetes Care 36, 3613-3619 (2013).

2  K Barnard et al: Use of an automated bolus calculator reduces fear of hypoglycemia and improves confidence in dosage accuracy in patients with type 1 diabetes mellitus 
treated with multiple daily insulin injections; J. Diabetes Sci. Technol 6:1, 144-149 (2012).

Before you get started:

Be sure to complete the ACCU-CHEK 
Bolus Advisor Protocol sheet, which 
includes required and optional settings for 
customizing bolus advice.

Patient Selection/Preparation
It is important for the healthcare professional 
to consider the user’s ability to see and 
understand app content.  In addition, it is 
important to ensure users have been properly 
prepared for use of the ACCU-CHEK Bolus 
Advisor and individualized parameters have 
been properly set.

Device Description

The ACCU-CHEK Connect Diabetes Management App is designed to facilitate efficient collecting, 
transmitting, and analyzing of blood glucose results and other diabetes management data. 

The App helps: 
• Wireless transfer of data from ACCU-CHEK Aviva Connect Blood Glucose Meter.  
• Assist in general diabetes management through logging of contextual data.  
• ACCU-CHEK Bolus Advisor support of mealtime insulin dosing calculations. 
• Perform structured testing. 
•  Wireless transfer of data from mobile devices to ACCU-CHEK Connect Online Diabetes Management System and optionally share this data with 

healthcare provider (HCP) or caregiver.

The insulin bolus calculations provided by the app are meant for patients undergoing multiple daily injection therapy. Bolus calculators, such as the 
ACCU-CHEK Bolus Advisor, have been demonstrated to facilitate the optimization of glycemic control in patients who are trained in multiple daily insulin 
injection therapy and under the supervision of healthcare professionals experienced in managing insulin-treated patients.1  Such calculators have also 
been shown to reduce patient fear of hypoglycemia and improve patient confidence in diabetes management.2
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Intended Use of the ACCU-CHEK Bolus Advisor
The ACCU-CHEK Connect Diabetes Management App is indicated as an aid in the treatment of 
diabetes. The software provides for electronic download of blood glucose meters, manual data entry, 
storage, display, transfer, and self-managing of blood glucose and other related health indicators 
which can be shown in report and graphical format.

The ACCU-CHEK Bolus Advisor, as a component of the ACCU-CHEK Connect Diabetes Management 
App, is indicated for the management of diabetes by calculating an insulin dose or carbohydrate 
intake based on user-entered data.  Before its use, a physician or healthcare professional must 
activate the bolus calculator and provide the patient-specific target blood glucose, insulin-to-
carbohydrate ratio, and insulin sensitivity parameters to be programmed into the software.

1  R Ziegler et al: Use of an insulin bolus advisor improves glycemic control in multiple daily insulin injection (MDI) therapy patients with suboptimal control:  first results from the 
ABACUS trial; Diabetes Care 36, 3613-3619 (2013).

2  K Barnard et al: Use of an automated bolus calculator reduces fear of hypoglycemia and improves confidence in dosage accuracy in patients with type 1 diabetes mellitus 
treated with multiple daily insulin injections; J. Diabetes Sci. Technol 6:1, 144-149 (2012).

Before you get started:

Be sure to complete the ACCU-CHEK 
Bolus Advisor Protocol sheet, which 
includes required and optional settings for 
customizing bolus advice.

Patient Selection/Preparation
It is important for the healthcare professional 
to consider the user’s ability to see and 
understand app content.  In addition, it is 
important to ensure users have been properly 
prepared for use of the ACCU-CHEK Bolus 
Advisor and individualized parameters have 
been properly set.

Device Description

The ACCU-CHEK Connect Diabetes Management App is designed to facilitate efficient collecting, 
transmitting, and analyzing of blood glucose results and other diabetes management data. 

The App helps: 
• Wireless transfer of data from ACCU-CHEK Aviva Connect Blood Glucose Meter.  
• Assist in general diabetes management through logging of contextual data.  
• ACCU-CHEK Bolus Advisor support of mealtime insulin dosing calculations. 
• Perform structured testing. 
•  Wireless transfer of data from mobile devices to ACCU-CHEK Connect Online Diabetes Management System and optionally share this data with 

healthcare provider (HCP) or caregiver.

The insulin bolus calculations provided by the app are meant for patients undergoing multiple daily injection therapy. Bolus calculators, such as the 
ACCU-CHEK Bolus Advisor, have been demonstrated to facilitate the optimization of glycemic control in patients who are trained in multiple daily insulin 
injection therapy and under the supervision of healthcare professionals experienced in managing insulin-treated patients.1  Such calculators have also 
been shown to reduce patient fear of hypoglycemia and improve patient confidence in diabetes management.2
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Term Definition Allowable Range

Target Range Acceptable upper and lower blood glucose level when fasting 
or before a meal.

Upper: 100–270 mg/dL
Lower: 50–140 mg/dL

Meal Rise
The maximum increase in your blood glucose level that is to 
be tolerated after a meal without the need for an additional 
correction bolus.

30–200 mg/dL

Carb Ratio The amount of insulin necessary to account for a specified 
amount of carbohydrates. 1U:1 g–1U:150 g

Insulin Sensitivity  
(Correction Factor)

The amount of insulin necessary to lower blood glucose by a 
specified amount. 1U:5 mg/dL–1U:400 mg/dL

Max Bolus
The maximum amount of insulin to be delivered at one time. 
This serves as a safety measure against unintended large 
boluses by asking the user for added confirmation.

0–50 U

Snack Size Eating more than this amount of carbohydrates will trigger a 
Meal Rise. 0–24 g

Definitions for important settings referred to in this instruction guide:
The mathematical basis for bolus calculations

Below is a list of the most important formulas and principles that the ACCU-CHEK Bolus Advisor uses to calculate a bolus. It is difficult 
to accurately calculate a bolus yourself using these formulas (remembering to include the Acting Time and Offset Time of your most 
recent boluses). This is why bolus advice is so useful. It can save you a lot of time and avoids the risk of mistakes in your calculations.

*  Currently allowed blood glucose value = the blood glucose value used in the calculation of a correction bolus, taking into account time block settings (Target Range mean 
value), currently active meals (Meal Rise), and currently acting correction boluses (Active Insulin).

**  Δ Blood glucose = change in blood glucose as part of insulin sensitivity (correction factor).

Generally, a correction bolus is calculated only if your current blood glucose value is above the hypo blood glucose warning limit and 
outside of the Target Range. Additionally, it must be above the currently allowed blood glucose value. Only correction boluses greater  
than 0 will trigger an Acting Time.

Carbohydrate bolus Carbohydrate intake
Insulin

Carbohydrate
from Carb Ratio (see Definitions)

Correction bolus
Insulin

Current blood glucose Blood glucose**
Currently allowed 
blood glucose*
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Term Definition Allowable Range

Target Range Acceptable upper and lower blood glucose level when fasting 
or before a meal.

Upper: 100–270 mg/dL
Lower: 50–140 mg/dL

Meal Rise
The maximum increase in your blood glucose level that is to 
be tolerated after a meal without the need for an additional 
correction bolus.

30–200 mg/dL

Carb Ratio The amount of insulin necessary to account for a specified 
amount of carbohydrates. 1U:1 g–1U:150 g

Insulin Sensitivity  
(Correction Factor)

The amount of insulin necessary to lower blood glucose by a 
specified amount. 1U:5 mg/dL–1U:400 mg/dL

Max Bolus
The maximum amount of insulin to be delivered at one time. 
This serves as a safety measure against unintended large 
boluses by asking the user for added confirmation.

0–50 U

Snack Size Eating more than this amount of carbohydrates will trigger a 
Meal Rise. 0–24 g

Definitions for important settings referred to in this instruction guide:
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Basic setup

Term Definition Allowable Range

Offset Time Expected amount of time before insulin begins to lower blood 
glucose levels in the body. 0:45–8:00 hours

Acting Time Total length of time the insulin is expected to be effective at 
lowering blood glucose. 1:30–8:00 hours

Insulin Increment The amount in units (U), usually 0.5U or 1U, by which your insulin 
dose is adjusted 0.5 or 1 U

Hypo Warning Limit
The setting below which the blood glucose level is considered 
hypoglycemic. You are prompted with a recommendation to eat 
an appropriate amount of carbohydrates.

50–90 mg/dL 

Active Insulin
Insulin currently in the body that is working to lower blood glucose. 
This amount does not include any insulin that is working to account 
for carbohydrate intake. It also does not include basal insulin.

N/A

Definitions for important settings referred to in this instruction guide:

Launch the ACCU-CHEK 
Connect app and select the 
Advisor icon (   ).

*   Screens shown are for illustration 
purposes only. Screens may vary by 
phone and operating system.

53065_07424825001_US.indd   6 1/27/15   12:42 PM

49

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



1

7

B
as

ic
 s

et
up

31 2

Basic setup

Default settings for Target 
Range and Meal Rise appear. 
Adjust these settings if desired.

Select Next.

Tap the blue line to activate the keyboard. Enter the activation code 
from the ACCU-CHEK Connect Bolus Advisor Protocol sheet.

Launch the ACCU-CHEK 
Connect app and select the 
Advisor icon (   ).

*

*   Screens shown are for illustration 
purposes only. Screens may vary by 
phone and operating system.

6:37pm 6:37pm 6:37pm 6:37pm
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Basic setup 
Using Bolus Advisor with a current blood glucose reading

Enter values for Carb Ratio, Insulin 
Sensitivity, and Max Bolus. (Max Bolus has 
default of 25, which can be adjusted.)

Review the settings and select the I have 
confirmed my settings check box.

Select Finish.

Setup is complete. 

Select Close to return to the Advisor.

Select Back to exit the Advisor and return to 
the home screen.

To get bolus advice, start by performing a blood 
glucose test with the ACCU-CHEK meter.

Press OK to add a comment, then press  or  to 
highlight the desired comment and OK to select it. 
Press OK to send.

Note: If the meter and smartphone are not already 
paired, you can pair the devices as shown in the user’s 
manual for your meter.

pm

6:37pm 6:37pm 6:37pm
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Using Bolus Advisor with a current blood glucose reading

Select the Advisor icon in the ACCU-CHEK 
Connect app.

Note: The blood glucose result must be 
used within 10 minutes for bolus advice. 
A countdown timer (upper right) helps you 
monitor this deadline. The timer turns red and 
changes from minutes to seconds when less 
than a minute remains.

Select the Carbs field to enter  
the estimated amount of carbs in 
the meal. 

If desired, select Add meal photo 
to include a photo of the meal with 
this record.

You can take a photo of your meal 
using the smartphone camera.

To get bolus advice, start by performing a blood 
glucose test with the ACCU-CHEK meter.

Press OK to add a comment, then press  or  to 
highlight the desired comment and OK to select it. 
Press OK to send.

Note: If the meter and smartphone are not already 
paired, you can pair the devices as shown in the user’s 
manual for your meter.

pm

pm

6:39pm 6:39pm
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Using Bolus Advisor with a current blood glucose reading Alternative scenarios

Basic setup

Bolus recommendation is displayed. 

Select Save to confirm amount of insulin taken.

Note: If desired, you can also add and save additional details about this record.

The home screen appears with a summary of the bolus 
advice details.

From the home screen, you can select an entry to see all 
the details of a specific bolus recommendation.

The Bolus Advisor recommends 3 units of 
insulin to compensate for the 60 g of carbs 
to be consumed.

In this example, the Bolus Advisor 
recommends 3 units of insulin to help 
return you to the center of your target 
range (e.g., 90 mg/dL if the target range is  
70–110 mg/dL). 

To administer an amount different from 
the recommendation, tap in the bottom 
field and enter the actual amount you will 
administer. 

Use the Add button on the home screen to enter a record for 
additional insulin.

Important note: Because the ACCU-CHEK Bolus Advisor factors 
active insulin* into all calculations, patients should enter ALL 
carbohydrates and insulin boluses into the ACCU-CHEK 
Connect app whether or not they use the ACCU-CHEK Bolus 
Advisor. 

Recording carbohydrates and bolus insulin delivered 
without using bolus advice

6:40pm 6:40pm
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Alternative scenarios

Basic setup

Use the Add button on the home screen to enter a record for 
additional insulin.

Important note: Because the ACCU-CHEK Bolus Advisor factors 
active insulin* into all calculations, patients should enter ALL 
carbohydrates and insulin boluses into the ACCU-CHEK 
Connect app whether or not they use the ACCU-CHEK Bolus 
Advisor. 

If desired, patients can receive bolus advice without entering a current 
blood glucose value. 

Note: A reliable recommendation is best obtained with a current blood 
glucose value.

The bolus advice recommendation will reflect only the insulin required 
for the carbs you will consume.

Recording carbohydrates and bolus insulin delivered 
without using bolus advice

Bolus advice without entering blood glucose value

6:39pm 6:39pm
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Additional Bolus Advisor settingsBasic setup
Alternative scenarios

If a patient’s blood glucose is below the hypo limit, no bolus advice 
will be provided. Instead, patients will receive a recommended 
amount of carbs to eat in order to raise their blood sugar into their 
target range.

Patients should record the amount of carbs they will actually 
consume.

Carbs advice with a hypo blood glucose result

If pre-meal blood glucose is low but is not below the hypo limit, the 
ACCU-CHEK Bolus Advisor may calculate a negative (correction) 
bolus amount that will reduce the total recommended bolus for the 
carbs patients are about to consume.

Bolus advice with a low blood glucose result
To begin, launch the ACCU-CHEK Connect app as you did in section 1.

Then follow these steps to program additional settings—or to adjust current settings—for bolus advice based on multiple factors, including customized 
time block settings, current blood glucose, carbs, exercise, and health events such as stress or illness.

Select the menu button  
or icon  on your phone to 
access Settings.

6:39pm 6:39pm 6:39pm
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Additional Bolus Advisor settings
Alternative scenarios

From Settings, select Bolus 
Insulin Advisor.

To begin, launch the ACCU-CHEK Connect app as you did in section 1.

Then follow these steps to program additional settings—or to adjust current settings—for bolus advice based on multiple factors, including customized 
time block settings, current blood glucose, carbs, exercise, and health events such as stress or illness.

In the Bolus Insulin section, 
select the drop-down menu tab 
to enter settings for the specific 
type of bolus insulin used.

From the Advisor settings 
menu, select Insulin Details.

Select the menu button  
or icon  on your phone to 
access Settings.

7:12pm 7:12pm 7:12pm 7:12pm
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Additional Bolus Advisor settings

If desired, select the Max Bolus field to 
adjust the amount. 

Follow the same procedure to change the 
default settings for the Offset Time, Acting 
Time, and Insulin Increment, which 
should reflect the increment of the insulin 
pen/syringe used. 

Select Save.

To adjust current bolus advice settings, 
select Time Blocks, Target Ranges, Carb 
Ratios, and Insulin Sensitivities. 

Note: This screen shows when settings 
were last entered/changed. 

Select the name or description of the bolus 
insulin you use. 

Note: Whenever you change insulin, be sure 
to adjust all other insulin-related settings 
(e.g., Offset Time, Acting Time) as necessary.

Time Blocks allow for different 
settings at different times of 
day. To create a new time block, 
select Add and enter new 
settings for that time period.

7:12pm 7:12pm 7:12pm
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Additional Bolus Advisor settings

You can program up to 8 time blocks to 
cover a 24-hour period. The new time 
block will default to the current settings 
for the existing time block. 

You can customize the Target Range, 
Carb Ratio, and Insulin Sensitivity settings 
for each time block.

Important note: The ACCU-CHEK Connect app will not 
automatically reset time blocks to match a new time zone. Patients 
should always consult with their healthcare professional 
about actions they should take (if any) when using multiple time 
blocks and traveling to a different time zone.  
See p. 23 for details.

Enter a start time for the new 
time block. Each time block 
ends when the next one begins.

Select Set.

If only one time block is set, it 
will cover a 24-hour period.

Time Blocks allow for different 
settings at different times of 
day. To create a new time block, 
select Add and enter new 
settings for that time period.

7:13pm 7:13pm 7:13pm
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Additional Bolus Advisor settings

From the Advisor settings menu, select 
Exercises.

If desired, adjust the Meal Rise. 

You can also add a setting for Snack Size.  

Select Save.

From the Advisor settings menu, select 
Meal Rise and Snack Size. You can adjust the % by which different types of 

exercise may affect the amount of insulin needed. 

Select the field to change the setting. 

If desired, select + Add Exercise to add a different 
type of exercise. You can include up to 10 exercise 
settings.  

7:15pm 7:15pm 7:15pm
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Additional Bolus Advisor settings

You can adjust the % by which different types of 
exercise may affect the amount of insulin needed. 

Select the field to change the setting. 

If desired, select + Add Exercise to add a different 
type of exercise. You can include up to 10 exercise 
settings.  

To add an exercise, select the Name field to enter 
a name (e.g., Tennis). Then enter the % Increase 
or Decrease for this exercise. The default setting 
is a decrease.

Select Set. 

When you are finished with settings for Exercise, 
select Save. 

From the Advisor settings 
menu, select Health Events.

7:15pm 7:17pm 7:17pm
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Using Bolus Advisor with a current blood glucose reading

Additional Bolus Advisor settings

You can adjust the % by which different health 
events may affect the amount of insulin needed. 

Select the field to change the setting. 

If desired, select + Add Health Event to add a 
different type of event. You can include up to  
10 health event settings.  

To add a health event, select the Name field to 
enter a name. Then enter the % Increase or 
Decrease for this event. The default setting is an 
increase.

Select Set. 

When you are finished with settings for Health 
Events, select Save.

Select Back  two times to 
return to the home screen.

To get bolus advice, start by performing  
a blood glucose test with the ACCU-CHEK 
meter.

Press OK to add a comment, then press       
or       to highlight the desired comment and 
OK to select it. Press OK to send.

pm

pm

7:17pm 7:17pm

7:17pm
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Using Bolus Advisor with a current blood glucose reading

To get bolus advice, start by performing  
a blood glucose test with the ACCU-CHEK 
meter.

Press OK to add a comment, then press       
or       to highlight the desired comment and 
OK to select it. Press OK to send.

Select the Advisor icon in the 
ACCU-CHEK Connect app.

Select the Carbs field to enter the estimated amount of 
carbs in the meal. 

If desired, select Add meal photo to include a photo of 
the meal with this record.

pm

pm

7:19pm 7:19pm

7:19pm

53065_07424825001_US.indd   19 1/27/15   12:42 PM

62

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



2

20

A
dd

iti
on

al
 B

ol
us

 A
dv

is
or

 s
et

tin
gs

5 6 74

Using Bolus Advisor with a current blood glucose reading

Additional Bolus Advisor settings

Select Health Events. Select one or more Health Events. If you 
select more than one Health Event, see page 
22 for combined Health Event adjustment 
information. 

Select Done. 

Select Next. If desired, select an activity from the 
Exercise field, or select None.

7:19pm 7:19pm 7:19pm
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Select Next. 
The app displays the bolus advice  
recommendation.

To administer an amount different from the 
recommendation, select the How much 
bolus insulin will you actually inject? 
field and enter the actual amount.

Select Save to confirm the amount of 
insulin you will take.

After you are finished entering additional details, select 
Save.    

You cannot edit any key details that were previously 
entered (e.g., bolus or carb amounts). 

Upon receiving a recommendation, you have the option 
to Save and log additional details. 

Optional
7:20pm 7:20pm

7:20pm

53065_07424825001_US.indd   21 1/27/15   12:42 PM

64

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



2

22

A
dd

iti
on

al
 B

ol
us

 A
dv

is
or

 s
et

tin
gs

A
dd

iti
on

al
 B

ol
us

 A
dv

is
or

 s
et

tin
gs

#1 #2109

If a bolus calculation includes more than 
one exercise/Health Event, patients must 
set the adjustment % for the combined 
events. 

Appropriate adjustments can vary 
from person to person. Discuss Health 
Event adjustments with your healthcare 
professional who can help determine the 
correct % to use.

Choose Increase by or Decrease by 
and enter the % setting.

Select Set.

Combined adjustments  
to bolus advice

Alternative scenarios

Additional Bolus Advisor settings

Select Close to return to the 
home screen.

The home screen appears with 
a summary of the bolus advice 
details.

From the home screen, you 
can select an entry to see all 
the details of a specific bolus 
recommendation.

The time used by the app, including time 
blocks, always follows the phone time, 
which may automatically change with time 
zone changes, depending on user settings. 

The number and length of time blocks and 
their associated settings, including Target 
Range, Carb Ratio, and Insulin Sensitivity, 
can only be changed manually by the user.

In this illustration, the Insulin Sensitivity 
setting for the last time block differs from 
the previous time block. Only the user’s 
healthcare provider can determine if this 

difference is clinically important so as to require the user to adjust 
time block settings while traveling.

For this reason, users should always consult their healthcare 
provider about actions to take (if any) when using multiple 
time blocks and traveling to a different time zone.

7:20pm 7:20pm

7:20pm 7:20pm
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Alternative scenarios

Additional Bolus Advisor settings

The time used by the app, including time 
blocks, always follows the phone time, 
which may automatically change with time 
zone changes, depending on user settings. 

The number and length of time blocks and 
their associated settings, including Target 
Range, Carb Ratio, and Insulin Sensitivity, 
can only be changed manually by the user.

In this illustration, the Insulin Sensitivity 
setting for the last time block differs from 
the previous time block. Only the user’s 
healthcare provider can determine if this 

difference is clinically important so as to require the user to adjust 
time block settings while traveling.

For this reason, users should always consult their healthcare 
provider about actions to take (if any) when using multiple 
time blocks and traveling to a different time zone.

Traveling to a new time zone Recording carbohydrates and bolus 
insulin delivered without using bolus 
advice

*  Active insulin = insulin that remains in a user’s body from a previous bolus.  

Use the Add button on the home screen  
to enter a record for additional insulin or 
carbohydrates.

Important note: Because the ACCU-CHEK 
Bolus Advisor factors active insulin* into all 
calculations, patients should enter ALL 
carbohydrates and insulin boluses into 
the ACCU-CHEK Connect app whether 
or not they use the ACCU-CHEK Bolus 
Advisor. 

Health Events and/or Exercise entered 
outside of bolus advice will not be used in 
future bolus advice calculations.

7:20pm 7:20pm
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Appendix 
Advice Options: Meal Rise, Acting Time, Offset Time, and Snack Size
Advice Options help to make sure that Bolus Advice does not recommend a second bolus for a blood glucose (bG) event, such as a meal or a high bG 
level, that has already been covered by a previous bolus.

Acting Time

Time

Currently allowed 
bG value: Meal Rise

Current 
bG value

Bolus 
not requiredBolusMeal

Target Range

Target Value

M
eal R

ise

hypo

hyper

bG level

Offset Time

The dotted line shows how your bG level might change after 
a carbohydrate bolus. Bolus Advice tolerates an increased 
bG level within the Meal Rise range (green) without 
calculating an extra correction bolus. When you enter a 
carbohydrate amount that is greater than the Snack Size, 
the Meal Rise setting is added to the bG target value. How 
long the Meal Rise lasts (the width of the green area) is 
determined by the Offset Time and the Acting Time.

Meal Rise
After a meal, bG levels usually increase 
by a noticeable amount, even in people 
without diabetes. Depending on the 
type of meal, your bG can reach a 
maximum about an hour after your 
meal and return to its original level 
after another one to two hours. This is a 
normal process, so Bolus Advice takes 
this into account using Meal Rise.
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The dotted line shows how your bG level might change after 
a carbohydrate bolus. Bolus Advice tolerates an increased 
bG level within the Meal Rise range (green) without 
calculating an extra correction bolus. When you enter a 
carbohydrate amount that is greater than the Snack Size, 
the Meal Rise setting is added to the bG target value. How 
long the Meal Rise lasts (the width of the green area) is 
determined by the Offset Time and the Acting Time.

The currently allowed bG value considers the following 
factors:
• The upper limit of the Target Range for your current  

Time Block
• bG values that were tolerated as a Meal Rise and which 

have had a carbohydrate bolus that is still active (Acting 
Time)

• The expected reduction of your bG level due to the effect 
of insulin during the Acting Time (the decrease between 
the end of Offset Time and end of Acting Time) 

• Excursions beyond the Target Value that have had a 
correction bolus that is still active (Acting Time)
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Appendix 

Acting Time
The Acting Time is the time for 
which the insulin delivered as 
a bolus is still effective. It is the 
whole time for which an increase 
in bG after a carbohydrate bolus 
or a correction bolus is taken into 
account. Bolus Advice will not 
recommend a correction bolus for 
this time if your current bG level is 
less than the bG level covered by 
the previous bolus (Meal Rise or a 
corrected high bG). 

To choose the correct value for 
the Acting Time, you and your 
healthcare professional should 
discuss the following: 
• The type of insulin that you use
• Your average bolus amount 

(the larger your average bolus 
amount, the longer the Acting 
Time should be)

You can program the Acting Time 
from 1½ to 8 hours. 

Acting Time

Time

Currently allowed 
bG value: Corrected bG

Current 
bG values

Bolus 
not requiredBolus

Target Range
Target Value

C
orrected bG

hypo

hyper
bG level Offset Time

53065_07424825001_US.indd   26 1/27/15   12:42 PM

69

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



3

27

A
pp

en
di

x

Appendix 

Correction bolus only
Bolus Advice always compares 
your bG result with the 
currently allowed bG value, and 
not just with the target value 
for the current Time Block. The 
diagram to the left shows an 
example: The first correction 
bolus at 12:00PM remains 
active during the Acting Time 
(the width of the blue area). If a 
measured value at 2:00PM falls 
within the currently allowed bG 
value (height of the blue area), 
no new correction bolus is 
calculated.

Offset Time
The Offset Time is the expected 
time before the insulin begins 
to lower blood glucose levels. 
After the Offset Time, your bG 
level should decrease because 
of the insulin, and at the end 
of the Acting Time it should 
return to the target level. The 
Offset Time must be at least 
45 minutes, and the maximum 
value will be limited by the 
Acting Time that you choose.

To choose the correct value for 
the Acting Time, you and your 
healthcare professional should 
discuss the following: 
• The type of insulin that you use
• Your average bolus amount 

(the larger your average bolus 
amount, the longer the Acting 
Time should be)

You can program the Acting Time 
from 1½ to 8 hours. 

Snack Size
The Snack Size defines the 
amount of carbohydrates below 
which no Meal Rise is triggered 
when calculating a bolus. 
No bG level above the Target 
Range or currently allowed bG 
is tolerated for this amount of 
carbohydrates, so Bolus Advice 
will calculate a correction bolus 
for any increase in bG after a 
snack.
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ACCU-CHEK® Bolus Advisor Protocol
Patient Name: _________________________________________________            Date of Birth: _____________  
               (please print)                                          (mm/dd/yyyy)

Start Parameters (sign and date both sides)

	Standard settings using Standing Orders below—patient-specific information in gray boxes is required under Custom Settings 
(it is recommended that you set up Basic and Additional Settings when using Standing Orders) 
	Customized settings—complete Custom Settings fields below or attach required information

Insulin

Type of insulin: ________________________________

Basic Settings Allowable Ranges Default Standing Orders Custom Settings

Target Range Upper: 100–270 mg/dL
Lower: 50–140 mg/dL 70–110 mg/dL 70–130 mg/dL

Meal Rise 30–200 mg/dL 70 mg/dL 80 mg/dL

Carb Ratio 1U:1 g–1U:150 g 1 U: _______ g**

Insulin Sensitivity 1U:5 mg/dL–1U:400 mg/dL 1 U: _______ mg/dL

Max Bolus 0–50 U 25 U

Additional Settings (go to Settings > Bolus Insulin Advisor > Insulin Details)

Bolus Insulin Name N/A Generic bolus  
(rapid-acting)

Offset Time 0:45–8:00 hours 1:00 h:min 2:00 h:min

Acting Time 1:30–8:00 hours 4:00 h:min 4:00 h:min

Insulin Increment 0.5 or 1.0 U 1.0 U

Snack Size 0–24 g 0 g** 15 g

Related Settings (go to Settings > Blood Glucose Settings)

Hypo Warning Limit 50–90 mg/dL 70 mg/dL† 60 mg/dL

This file may not print or view at 100%.
Die lines and color breaks do not print.

Roche USA – 53067 
V1/1 – 07424817001 – Black

Target Range: Acceptable upper and lower blood glucose levels when 
fasting or before a meal.

Meal Rise: Expected rise in glucose levels in response to a meal.

Carb Ratio: The amount of insulin necessary to account for a specified 
amount of carbohydrates.

Insulin Sensitivity (Correction Factor): The amount of insulin 
necessary to lower your blood glucose by a specified amount.

Max Bolus: The maximum amount of insulin to be delivered at one time. 
This serves as a safety measure against unintended large boluses by 
asking the user for added confirmation.

Snack Size: Eating more than this amount of carbohydrates will 
trigger a Meal Rise.

Offset Time: Length of time after a bolus until a reduction in blood 
glucose begins. 

Acting Time: Total length of time the insulin is expected to be 
effective at lowering blood glucose.

Insulin Increment: 0.5 or 1 unit of insulin, depending on the 
increment of the insulin pen/syringe being used by the patient.

Hypo Warning Limit: The setting below which the blood glucose 
level is considered hypoglycemic. The user is prompted with a 
recommendation to eat an appropriate amount of carbohydrates.

Definitions

** The default setting for carbs is grams (g). If desired, this can be changed under the Settings/Units menu to one of eight other options.
†  The Hypo Warning Limit default is 70 mg/dL. To change, go to the Settings/Blood Glucose Settings menu.

HCP Activation Code:  
000-0000-000

The heathcare provider activation code may only be used in the country of the healthcare provider.

℞
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To enter customized settings for up to eight time blocks, transfer the applicable settings from side 1 to Time Block 1 below. 
Then enter settings for other time blocks as desired (starting with Time Block 2). 

Enter up to 10 Exercise and up to 10 Health Event settings here:

ACCU-CHEK, ACCU-CHEK AVIVA CONNECT, and ACCU-CHEK CONNECT  
are trademarks of Roche.  
© 2015 Roche Diagnostics 07424817001-0115

Roche Diagnostics 
9115 Hague Road 
Indianapolis, IN 46256

www.accu-chek.com

Time Block  
Start Time End Time

Lower  
Target Limit  
(mg/dL)

Upper  
Target Limit  
(mg/dL)

Carb Ratio Insulin Sensitivity
Insulin Units : Grams Insulin Units : mg/dL

1 : :

2 : :

3 : :

4 : :

5 : :

6 : :

7 : :

8 : :

Exercise Settings Default + / - Setting  
Used (%)

Walking 0%

Running

Swimming

Bicycling

Weight Lifting

Other

Other

Other

Other

Other

Health Event Settings Default + / - Setting  
Used (%)

Stress 0%

Illness

Premenstrual

Other

Other

Other

Other

Other

Other

Other

Important note: Always consult with your healthcare provider about actions you should take (if any) when using multiple time 
blocks and traveling to a different time zone. The ACCU-CHEK Connect app will not automatically reset your time blocks to 
match a new time zone.
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ACCU-CHEK® Connect 
Diabetes Management App 

  

Overview 

The ACCU-CHEK Connect diabetes management app (hereafter referred to as the app) is 
designed to help you: 

•         Transfer data from your ACCU-CHEK Connect blood glucose meter. 
•         Transfer data to your ACCU-CHEK Connect online diabetes management system 

account (online account) and optionally share this data with your healthcare provider 
(HCP) or caregiver. 

•         Receive insulin bolus advice (for those using meal-dosed insulin). 
•         Perform structured testing. 
•         Assist in general diabetes management through logging of contextual data. 

Note: Each mobile device is different. If your mobile device does not conform to these 
instructions, please consult your mobile device user's manual. 

Disclaimer 

Users of this software should interpret the results in the context of their clinical history and 
symptoms and should not make changes in their treatment without consulting a physician or 
other qualified health professional. 

Failure to perform blood glucose tests could delay treatment decisions and lead to a serious 
medical condition. If your physical condition does not seem to match the blood glucose value 
you are seeing, you may want to retest. Refer to your meter instructions for proper testing 
techniques. Contact your healthcare professional if you are unable to perform blood glucose 
testing. 

Uninstalling the app without making a backup of your data will result in a loss of all of your 
historical data. Always backup your data before upgrading your mobile device operating system. 

Consult your healthcare professional about what actions you should take when using multiple 
time blocks and traveling to a different time zone. 

This app is intended for use by a single user. Do not share the use of the app with any other user. 

The ACCU-CHEK Connect diabetes management app is indicated as an aid in the treatment of 
insulin-requiring diabetes. The product facilitates the optimization of glycemic control in patients 
who are trained in multiple daily injection therapy and are under the supervision of healthcare 
professionals experienced in managing insulin treated patients. 

The ACCU-CHEK Bolus Advisor, as a component of the ACCU-CHEK Connect diabetes 
management app, is intended for use in providing insulin dose recommendations in response to 
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blood glucose, health events, and carbohydrate input. The ACCU-CHEK Bolus Advisor is 
intended to provide direction for insulin adjustment within the scope of a pre-planned treatment 
program from a healthcare professional. 

In some countries, before its use, a physician or healthcare professional must prescribe the 
ACCU-CHEK Bolus Advisor and provide the patient-specific target blood glucose, insulin-to-
carbohydrate ratio, and insulin sensitivity parameters to be programmed into the ACCU-CHEK 
Bolus Advisor. 

Permissions Required by this App 

Send SMS Messages, Read Your Contacts, Read Call Log: used only if you choose to share data 
with third parties. The app does not automatically use these features. 

Full Network Access: used only if you choose to share data with third parties or register the 
meter on www.accu-chek.com 

Read Phone Status and Identity: only the phone identity is used to create unique encryption key 
to protect your data that is stored on the phone 

Table of Contents 

•         App Essentials Settings 
o    Online Account 
o    Pair Meter 
o    Data Transfer from Meter 
o    ACCU-CHEK Bolus Advisor Setup 
o    ACCU-CHEK Bolus Advisor Use 

•         Structured Testing 
o    3-Day Profile 
o    Testing In Pairs 

•         Other Settings 
o    Reminders 
o    Units of Measurement 
o    Meal Times 
o    Change Data Order 
o    Personal Information 
o    Registration 

•         Medical Details 
o    Blood Glucose Settings 
o    Insulin 

•         Adding Data 
o    Adding Pictures 
o    Protecting your Data 

•         Data Reporting 
o    Trend Reports 
o    The Logbook 
o    Printing Graphs and Reports 

•         Sharing Data 
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o    Blood Glucose Sharing via SMS Text Message
o    ACCU-CHEK 360° / Smart Pix Export 
o    Sending Data to your ACCU-CHEK Connect Online Account 
o    Data Backup 

App Essentials Settings 

Getting the most out of your app requires setting up a few key features. These include: 

•         Online Account 
•         Pair Meter 
•         Advisor 

To setup app essentials on initial startup, you can select Go to Essentials on the Home screen or 

you can select menu ( ) or ( ) and Settings. To setup essentials follow the instructions 
below. 

Online Account  

The default settings for your ACCU-CHEK Connect online account can be set from the online 
account screen. An online account will help you better manage your diabetes by letting you view 
data entered from your mobile device. 

To update your online account settings follow the instructions listed below: 

•         Select menu ( ) or ( ). 
•         Select Send to Online Account. 
•         If you do not have an online account, use the link provided to create one. 
•         Once you have an online account, enter your username and password. 
•         Select whether you would like app pictures to be sent to your online account using your 

mobile or Wi-Fi network. 
•         Select Login to connect the app to your online account. 

  
Pair Meter  

Pairing your blood glucose meter via Bluetooth® wireless technology will allow you to transfer 
blood glucose values from the meter to your mobile device. 

When pairing a meter with the app you will see options for Auto-Send and Sync Time. For 
optimal performance, both of these options should be active. 

Follow the instructions listed below to pair your meter: 

•         Select menu ( ) or ( ). 
•         Select Settings. 
•         Select Pair Meter. 
•         Select Next. 
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•         Turn your ACCU-CHEK Connect blood glucose meter on, follow on-screen directions 
and select Next on your mobile device. 

•         Select ACCU-CHEK. 
•         Enter the meter's PIN and select Done / OK. 
•         View pairing confirmation screen. 

  
Data Transfer from Meter  

To transfer test results from your blood glucose meter, the meter must be within 2 meters (6 feet) 
of the mobile device. Typical transfer times can be up to 10 seconds. 

Automatic transfer will occur when Auto-Send is enabled on your blood glucose meter. To 
transfer test results automatically, follow the instructions below: 

•         Perform a blood glucose test with your mobile device turned on and within 2 meters (6 
feet) of your blood glucose meter. 

•         If you want to assign an event to the blood glucose test result select Comment, select the 
event you want to assign, and select OK to send the test result. 

•         If you do not want to assign an event, select the back arrow button and the test result will 
be sent. 

To manually transfer blood glucose test results: 

•         Perform a blood glucose test with your mobile device turned on and within 2 meters (6 
feet) of your blood glucose meter. 

•         Select menu ( ) or ( ). 
•         Select Pull from Meter. 
•         Ensure the meter is in data transfer mode (Select My Data, Data Transfer, Wireless). 

  
ACCU-CHEK Bolus Advisor Setup  

The Bolus Insulin Advisor (or Advisor) calculates insulin dosage based on the time of day, your 
blood glucose level, the number of carbs you have eaten, and other events. To use the Advisor 
you will need to receive setup parameters and training from your healthcare professional. 

To setup Advisor follow the instructions below: 

Note: To access Advisor your healthcare provider will need to enter a PIN. 

•         Select Advisor on the Home screen. 
•         Enter your Target Range and Meal Rise and select Next. This target range is only used 

for Advisor. By default, the after-meal target range shown in the Advisor setup diagram 
is the same as the target range used for reports. To change target range used for reports go 
to Blood Glucose Setting on the Settings menu. 

•         Enter your Carb Ratio, Insulin Sensitivity, and Max Bolus. 
•         Confirm that the entries you have made are correct, then check the "I have confirmed my 

settings" checkbox, then select Finish. 

When you have completed the basic setup for the Advisor, you can update these and other 
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settings by selecting Bolus Insulin Advisor from the Settings menu.

  

Add a New Time Block 

•         Select Time Blocks, Target Ranges, Carb Ratios, and Insulin Sensitivities. 
•         Select the + button to open a new time block, update the start time, and select Set. 
•         Update Target Range, Carb Ratio, and Insulin Sensitivity as needed and select Save. 

  
Meal Rise  

Meal rise is the increase in blood glucose levels during or after meals that is considered allowed 
within a certain range, even though a bolus has been delivered. 

To update the Meal Rise Setting: 

•         Select Meal Rise and Snack Size. 
•         Select the Meal Rise text entry section and update the amount your blood glucose 

normally increases after a meal. 
•         Select the Snack Size text entry section to update the amount of carbs which will trigger 

a meal rise. 
•         Select Done. 

  
Insulin Details  

To update Insulin Details: 

•         Select Insulin Details. 
•         Select the Rapid or Short-Acting Insulin dropdown and select the appropriate insulin. 
•         Select the Max Bolus text entry section, use the app keypad to enter the maximum as 

required, and select Done. 
•         Select the Offset Time text entry section, enter the amount of time before the insulin you 

have defined begins to lower blood glucose levels, and select Set. 
•         Select the Acting Time text entry section, enter the period of time from the start of a 

bolus until your blood glucose level is expected to return to the target level, and select 
Set. 

•         Select the appropriate Insulin Increment and select Save. 

Note: You should ask the advice of your Healthcare Provider / Caregiver before delivering large 
doses of insulin. 

  
Exercise  

To update Exercises: 

•         Select Exercises. 
•         Select text entry section for the exercise you want to update, change the percentage the 

exercise impacts the amount of insulin you require, and select Set. 
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•         Repeat this process until you have updated all of the exercises you want to change.
•         When all exercises have been updated, select Save. 

To add new exercises: 

•         Select + Add Exercise. 
•         Select the Name text entry section, enter the exercise name, and select Done. 
•         Select Increase by (+) or Decrease by (-) as appropriate. 
•         Update the percentage the exercise impacts your insulin requirement.  
•         When all information has been entered, select Set. 

  
Health Events  

To update Health Events: 

•         Select Health Events. 
•         Select the health event you want to edit, update percent the health event impacts your 

insulin requirement, and select Set.  

To add new Health Events: 

•         Select Name text entry section, enter the name of the health event, and select Done. 
•         Update the percent the health events impacts the amount of insulin you require and select 

Set. 
•         Select Save. 

ACCU-CHEK Bolus Advisor Use 

Note: On first time use or first use after reinstalling the app, active insulin may not be accurate 
due to lack of historical insulin data. 

Make sure you log all bolus insulin you take along with the time and date. This includes insulin 
outside of the Advisor. Complete insulin information is needed to ensure the accuracy of the 
Bolus Insulin Advisor. 

After measuring your blood glucose and transferring the data you should see the new value on 
your home screen. The reading is medically valid for the bolus insulin advisor for ten minutes 
(timer shows how much time you have left). 

•         Select the Advisor button. 
•         Optionally add carbs and any other information appropriate for your bolus advice and 

select Next. 
•         Your insulin recommendation will be displayed, enter how much bolus insulin you will 

actually inject. 
•         Confirm by selecting Save. 

Note: The app will not provide bolus advice for HI readings. If you receive a HI reading, 
consider rechecking bG, checking ketones and insulin, and consulting your healthcare 
professional. 
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If your blood glucose is below the hypo limit (the default setting can be modified under blood 
glucose settings), no bolus advice will be provided. Instead, you will receive a recommended 
amount of carbs to eat in order to raise your blood glucose into your target range.  

•         Your "eat carbs" recommendation will be displayed. 
•         Enter the amount of carbs you will actually eat. 
•         Confirm by selecting Save. 

Note: The app will not provide advice based on LO readings. If you receive a LO reading, retest 
bG. Contact your healthcare professional. 

Note: Consult your healthcare professional about what to do for bolus insulin advice if your app 
is not available (for example, mobile device battery is exhausted). 

  

Structured Testing 

3-Day Profile  

3-Day Profile (3DP) provides an easy and convenient way to record and track your test results before 
and after meals and at bedtime over a three-day period, and provides a view of how meals and activity 
affect your blood glucose. At least five out of seven blood glucose entries (within 24-hours) are required 
to complete a day. One or two days can be skipped; so, three out of five days are required to complete 
the 3DP. 

To start a new 3DP: 

 Select Tests.  
 Select Schedule New Test and update the meal and bedtime information as desired.  
 Select Choose Start Date, set the start date, and select Done.  
 If you would like to update reminder settings or change your 3DP target ranges, select More 

Settings.  

Note: By default, the 3DP target range is the same as the target range used for other reports. If you 
change to dual target ranges, they are used only in the 3DP report. 

To use 3DP, follow the instructions below: 

 Perform a blood glucose test based on reminders. Before Meal test time can be 2 hours before to 2 
hours after scheduled meal time. After Meal test time can be from 1 to 3 hours after actual Before 
Meal test time.  
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 Add blood glucose, meal and other data.  
 See trends in blood glucose on Home screen and Report.  

To stop 3DP, follow the instructions below: 

 The 3DP will end 24 hours after the start of the last complete day.  
 To stop earlier, touch and hold the active 3DP.  

Note: If a 3DP is running and you are logged into an online account, all data is sent automatically only 
at the end of each completed day (24 hours or when next day is started). 

Testing In Pairs (TIP)  

Testing In Pairs (TIP) is a simple tool that helps you see changes in your blood glucose before and after 
an event. You can use TIP for 7 days to focus on how one part of your daily routine affects your blood 
glucose levels. For example: 

 How does a particular food or drink affect your blood glucose levels?  
 How does a specific type of exercise affect your blood glucose levels?  

To start TIP, follow the instructions below: 

 Select Tests.  
 Select Start New Test.  
 Select Testing In Pairs.  
 Select the event you want to test for and select Set.  

To use TIP, follow the instructions below: 

 Perform blood glucose test before and after an event.  
 Before Meal test time can be 2 hours before to 2 hours after scheduled time. After Meal test time 

can be from 1 to 3 hours after actual Before Meal test time.
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 Add blood glucose, meal and event information.  
 Blood glucose changes will be shown on the Home screen and Reports.  

TIP will end 24 hours after the last pair. To end it earlier, select and hold the active TIP. 

Note: If a TIP is running and you are logged into an online account, all data is sent automatically only at 
the end of each completed pair (24 hours or when next pair is started). 

Other Settings 

Reminders  

Reminders are audio tones and vibrations that are used to remind you to perform a specific task (such as 
taking medication or a dose of insulin). There are separate checkboxes to enable the reminder and to 
make it recurring. 

  
Units of Measurement  

The units of measurement used by your App default to the appropriate setting for your location, but the 
setting can be customized. You can select custom units of measure used for: 

 Blood Glucose Units of Measurement*  
 Calorie Units  
 Carbohydrate Units*  
 Weight Units  
 Blood Pressure Units  

*Note: Blood glucose and Carb units cannot be changed when Advisor is on. 

  
Meal Times  

The meal times stored in the app indicate when you usually eat your meals. These times act as defaults 
for TIP and 3-Day Testing.  
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Change Data Order  

The order in which details such as energy level, exercise, insulin, and health events appear on the add 
screen can be customized so that the things you use most often are located near the top of the list. The 
order you set will also be used for the data you see in the logbook and Home screen (blood glucose and 
next two selected items are shown in standard view). 

Note: When Advisor is enabled, blood glucose, carbs, and insulin are shown. 

  
Personal Information  

Your first name, last name, and date of birth are required to share your trend, 3DP, and TIP reports. 

  
Registration  

Registering your meter is an important step. By registering you allow us to keep you informed of 
important warranty information, updates, and support. 

  

Medical Details 

Blood Glucose Settings  

Blood Glucose Target Range and Hypo settings are used to determine how your data is presented in 
reports and on the Home screen. For example green is within target range, blue is above, and red is 
below your hypo limit. Yellow is used if there is a gap between the bottom of your target range and your 
hypo limit. 

  
Insulin  

To make data entry easier you can set up to three different default insulin types to be used in the app. 
Insulin types can be set for: 

 INS 1: Bolus (Rapid or Short-Acting) Insulin.  
 INS 2: Basal (Long-Acting) Insulin.  
 INS 3: Either of the previous two categories or other insulins.  

Note: The INS 3 option is removed when Bolus Advisor is activated. 

  

Adding Data 

Your daily blood glucose test results, energy level, exercise, and other details can be manually entered 
into the app. 
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 Select + Add from the Home screen.
 Enter blood glucose test data, energy level, event label, meal size, carbohydrates, insulin, notes, 

and other details and select Save.  
  
Adding Pictures  

Pictures can be added to your data entries as a visual reminder and to help provide context to your 
entries.  

 Scroll to the bottom of the Add New Entry screen.  
 Select a picture from your mobile device's gallery or use the camera to take a picture.  
 Select a category for the picture.  
 For a new picture for meal, there is a shortcut next to meal entry.  
 Up to 3 pictures are allowed for meals and one for each other category with 6 pictures allowed per 

record.  
  
Protecting your Data  

To protect your personal information, the data on your mobile device is stored in an encrypted file. You 
should always protect access to your mobile device with a strong password. 

The transmission of your data might make use of unencrypted e-mail, text, and / or software on your 
mobile device and data will be transmitted through networks that are not controlled by Roche. If the user 
chooses to transmit data by such means, Roche is not responsible in any way for the security of such 
transfers. 

  

Data Reporting 

Trend Reports  

Trend reports display your blood glucose trends using logbook data.  

 Select Reports.  
 Select Trend.  
 Set the time period of the trend report.  
 Select how you want the data displayed.  
 To share data select Share.  

  
The Logbook  

The logbook replaces the physical blood glucose diary. Logbook entries are stored automatically in 
order of time and date with the newest records appearing first. 

To edit a logbook entry: 

 Select Reports.  
 Select Logbook.  
 Select the logbook entry you want to edit and select Edit.
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 When you have finished editing, select Done, Save, and Close.
  
Printing Graphs and Reports  

To print your tables and graphs, email the data to your own email address, and you can print the tables 
and graphs from your computer. 

  

Sharing Data 

The app lets you use SMS text messaging or the ACCU-CHEK Connect online account to share your 
information with your doctor or HCP. 

  
Blood Glucose Sharing via SMS Text Message  

 Select Settings.  
 Select Blood Glucose SMS Text.  
 Select Share Recorded bGs via text and / or Display notification when sharing bGs as desired.  
 Add recipients manually or from your contact list.  

  
ACCU-CHEK 360° / ACCU-CHEK Smart Pix Export  

 Select Settings.  
 Select ACCU-CHEK Export File.  
 Select Email for ACCU-CHEK Export File.  
 Enter the recipient's email address.  
 Select Send.  

  
Sending Data to your ACCU-CHEK Connect Online Account  

Data is sent automatically once you have logged in. If you have been offline for a while, you can make 
sure the data has been sent: 

 Select menu ( ) or ( ).  
 Select Send to Online Account.  

Note: When a structured test is running, all data is sent automatically only at the end of each completed 
day (or pair). 

  
Data Backup  

Backup lets you send an email copy of your data to the email address you choose. 

 Select Settings.  
 Select Data Sharing.  
 Select Backup.  
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 Select Email for backup.  
 Enter the recipient's email address.  
 Select Send.  

To restore data to your mobile device: 

 Use Data Backup to email a copy of your data to your email account.  
 Open the backup email on your mobile device and open the attached backup file with the app to 

import the data.  
 If your mobile device does not have the capability to open the attachment, save the file and use a 

file manager program to open it.  
 If you backup your data during a structured test, the test data will be saved but the structured test 

in the backup files will be inactive and cannot be restarted from the backup location. 
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Explanation of Symbols 

You may encounter the following symbols while viewing the Instruction manual, shown here 
with their meaning.  

 

 

Manufacturer 

 
This product fulfils the requirements of 
the European Directive 93/42/EEC on 
medical devices. 
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ACCU-CHEK, ACCU-CHEK CONNECT, ACCU-CHEK 360°, and ACCU-CHEK SMART PIX 
are trademarks of Roche. 

The Bluetooth® word mark and logos are registered trademarks owned by Bluetooth SIG, 
Inc. and any use of such marks by Roche is under license. All other product names and 
trademarks are the property of their respective owners. 
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ACCU-CHEK® Bolus Advisor Protocol
Patient Name: _________________________________________________            Date of Birth: _____________  
               (please print)                                          (mm/dd/yyyy)

Start Parameters (sign and date both sides)

	Standard settings using Standing Orders below—patient-specific information in gray boxes is required under Custom Settings 
(it is recommended that you set up Basic and Additional Settings when using Standing Orders) 
	Customized settings—complete Custom Settings fields below or attach required information

Insulin

Type of insulin: ________________________________

Basic Settings Allowable Ranges Default Standing Orders Custom Settings

Target Range Upper: 100–270 mg/dL
Lower: 50–140 mg/dL 70–110 mg/dL 70–130 mg/dL

Meal Rise 30–200 mg/dL 70 mg/dL 80 mg/dL

Carb Ratio 1U:1 g–1U:150 g 1 U: _______ g**

Insulin Sensitivity 1U:5 mg/dL–1U:400 mg/dL 1 U: _______ mg/dL

Max Bolus 0–50 U 25 U

Additional Settings (go to Settings > Bolus Insulin Advisor > Insulin Details)

Bolus Insulin Name N/A Generic bolus  
(rapid-acting)

Offset Time 0:45–8:00 hours 1:00 h:min 2:00 h:min

Acting Time 1:30–8:00 hours 4:00 h:min 4:00 h:min

Insulin Increment 0.5 or 1.0 U 1.0 U

Snack Size 0–24 g 0 g** 15 g

Related Settings (go to Settings > Blood Glucose Settings)

Hypo Warning Limit 50–90 mg/dL 70 mg/dL† 60 mg/dL

This file may not print or view at 100%.
Die lines and color breaks do not print.

Roche USA – 53067 
V1/1 – 07424817001 – Black

Target Range: Acceptable upper and lower blood glucose levels when 
fasting or before a meal.

Meal Rise: Expected rise in glucose levels in response to a meal.

Carb Ratio: The amount of insulin necessary to account for a specified 
amount of carbohydrates.

Insulin Sensitivity (Correction Factor): The amount of insulin 
necessary to lower your blood glucose by a specified amount.

Max Bolus: The maximum amount of insulin to be delivered at one time. 
This serves as a safety measure against unintended large boluses by 
asking the user for added confirmation.

Snack Size: Eating more than this amount of carbohydrates will 
trigger a Meal Rise.

Offset Time: Length of time after a bolus until a reduction in blood 
glucose begins. 

Acting Time: Total length of time the insulin is expected to be 
effective at lowering blood glucose.

Insulin Increment: 0.5 or 1 unit of insulin, depending on the 
increment of the insulin pen/syringe being used by the patient.

Hypo Warning Limit: The setting below which the blood glucose 
level is considered hypoglycemic. The user is prompted with a 
recommendation to eat an appropriate amount of carbohydrates.

Definitions

** The default setting for carbs is grams (g). If desired, this can be changed under the Settings/Units menu to one of eight other options.
†  The Hypo Warning Limit default is 70 mg/dL. To change, go to the Settings/Blood Glucose Settings menu.

HCP Activation Code:  
000-0000-000

The heathcare provider activation code may only be used in the country of the healthcare provider.

℞
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To enter customized settings for up to eight time blocks, transfer the applicable settings from side 1 to Time Block 1 below. 
Then enter settings for other time blocks as desired (starting with Time Block 2). 

Enter up to 10 Exercise and up to 10 Health Event settings here:

ACCU-CHEK, ACCU-CHEK AVIVA CONNECT, and ACCU-CHEK CONNECT  
are trademarks of Roche.  
© 2015 Roche Diagnostics 07424817001-0115

Roche Diagnostics 
9115 Hague Road 
Indianapolis, IN 46256

www.accu-chek.com

Time Block  
Start Time End Time

Lower  
Target Limit  
(mg/dL)

Upper  
Target Limit  
(mg/dL)

Carb Ratio Insulin Sensitivity
Insulin Units : Grams Insulin Units : mg/dL

1 : :

2 : :

3 : :

4 : :

5 : :

6 : :

7 : :

8 : :

Exercise Settings Default + / - Setting  
Used (%)

Walking 0%

Running

Swimming

Bicycling

Weight Lifting

Other

Other

Other

Other

Other

Health Event Settings Default + / - Setting  
Used (%)

Stress 0%

Illness

Premenstrual

Other

Other

Other

Other

Other

Other

Other

Important note: Always consult with your healthcare provider about actions you should take (if any) when using multiple time 
blocks and traveling to a different time zone. The ACCU-CHEK Connect app will not automatically reset your time blocks to 
match a new time zone.
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ACCU-CHEK® Bolus Advisor:  
Instruction Guide for Setup and Use

This file may not print or view at 100%.
Die lines and color breaks do not print.

Roche USA – 53065 
V4/1 – 07424825001 – Black

Roche USA – 53065 
V4/2 – 07424825001 – Cyan

Roche USA – 53065 
V4/3 – 07424825001 – Magenta

Roche USA – 53065 
V4/4 – 07424825001 – Yellow

6:40pm
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Introduction and definitions of key terms .....................................................................................................3

Section 1: Basic setup .........................................................................................................................................7
This section shows you how to set up the Bolus Advisor for the first time in order to receive basic 
bolus advice. It then provides step-by-step instructions for calculating a bolus.  

Alternative scenarios ........................................................................................................................................ 11
Recording carbohydrates and bolus insulin delivered without using bolus advice
Bolus advice without entering a blood glucose value
Carbs advice with a hypo blood glucose result
Bolus advice with a low blood glucose result

Section 2: Additional Bolus Advisor settings ..................................................................................... 13
This section covers other settings that can be used to customize the Bolus Advisor, then provides  
step-by-step instructions for calculating a bolus using those settings.  

Alternative scenarios ........................................................................................................................................ 22
Combined adjustments to bolus advice
Traveling to a new time zone
Recording carbohydrates and bolus insulin delivered without using bolus advice

Appendix ................................................................................................................................................................... 24
Advice Options: Meal Rise, Acting Time, Offset Time and Snack Size 

Table of Contents

1  R Ziegler et al: Use of an insulin bolus advisor improves glycemic control in multiple daily insulin injection (MDI) therapy patients with suboptimal control:  first results from the 
ABACUS trial; Diabetes Care 36, 3613-3619 (2013).

2  K Barnard et al: Use of an automated bolus calculator reduces fear of hypoglycemia and improves confidence in dosage accuracy in patients with type 1 diabetes mellitus 
treated with multiple daily insulin injections; J. Diabetes Sci. Technol 6:1, 144-149 (2012).

Before you get started:

Be sure to complete the ACCU-CHEK 
Bolus Advisor Protocol sheet, which 
includes required and optional settings for 
customizing bolus advice.

Patient Selection/Preparation
It is important for the healthcare professional 
to consider the user’s ability to see and 
understand app content.  In addition, it is 
important to ensure users have been properly 
prepared for use of the ACCU-CHEK Bolus 
Advisor and individualized parameters have 
been properly set.

Device Description

The ACCU-CHEK Connect Diabetes Management App is designed to facilitate efficient collecting, 
transmitting, and analyzing of blood glucose results and other diabetes management data. 

The App helps: 
• Wireless transfer of data from ACCU-CHEK Aviva Connect Blood Glucose Meter.  
• Assist in general diabetes management through logging of contextual data.  
• ACCU-CHEK Bolus Advisor support of mealtime insulin dosing calculations. 
• Perform structured testing. 
•  Wireless transfer of data from mobile devices to ACCU-CHEK Connect Online Diabetes Management System and optionally share this data with 

healthcare provider (HCP) or caregiver.

The insulin bolus calculations provided by the app are meant for patients undergoing multiple daily injection therapy. Bolus calculators, such as the 
ACCU-CHEK Bolus Advisor, have been demonstrated to facilitate the optimization of glycemic control in patients who are trained in multiple daily insulin 
injection therapy and under the supervision of healthcare professionals experienced in managing insulin-treated patients.1  Such calculators have also 
been shown to reduce patient fear of hypoglycemia and improve patient confidence in diabetes management.2

53065_07424825001_US.indd   2 1/27/15   12:42 PM

99

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



3

In
tr

od
uc

tio
n

Intended Use of the ACCU-CHEK Bolus Advisor
The ACCU-CHEK Connect Diabetes Management App is indicated as an aid in the treatment of 
diabetes. The software provides for electronic download of blood glucose meters, manual data entry, 
storage, display, transfer, and self-managing of blood glucose and other related health indicators 
which can be shown in report and graphical format.

The ACCU-CHEK Bolus Advisor, as a component of the ACCU-CHEK Connect Diabetes Management 
App, is indicated for the management of diabetes by calculating an insulin dose or carbohydrate 
intake based on user-entered data.  Before its use, a physician or healthcare professional must 
activate the bolus calculator and provide the patient-specific target blood glucose, insulin-to-
carbohydrate ratio, and insulin sensitivity parameters to be programmed into the software.

1  R Ziegler et al: Use of an insulin bolus advisor improves glycemic control in multiple daily insulin injection (MDI) therapy patients with suboptimal control:  first results from the 
ABACUS trial; Diabetes Care 36, 3613-3619 (2013).

2  K Barnard et al: Use of an automated bolus calculator reduces fear of hypoglycemia and improves confidence in dosage accuracy in patients with type 1 diabetes mellitus 
treated with multiple daily insulin injections; J. Diabetes Sci. Technol 6:1, 144-149 (2012).

Before you get started:

Be sure to complete the ACCU-CHEK 
Bolus Advisor Protocol sheet, which 
includes required and optional settings for 
customizing bolus advice.

Patient Selection/Preparation
It is important for the healthcare professional 
to consider the user’s ability to see and 
understand app content.  In addition, it is 
important to ensure users have been properly 
prepared for use of the ACCU-CHEK Bolus 
Advisor and individualized parameters have 
been properly set.

Device Description

The ACCU-CHEK Connect Diabetes Management App is designed to facilitate efficient collecting, 
transmitting, and analyzing of blood glucose results and other diabetes management data. 

The App helps: 
• Wireless transfer of data from ACCU-CHEK Aviva Connect Blood Glucose Meter.  
• Assist in general diabetes management through logging of contextual data.  
• ACCU-CHEK Bolus Advisor support of mealtime insulin dosing calculations. 
• Perform structured testing. 
•  Wireless transfer of data from mobile devices to ACCU-CHEK Connect Online Diabetes Management System and optionally share this data with 

healthcare provider (HCP) or caregiver.

The insulin bolus calculations provided by the app are meant for patients undergoing multiple daily injection therapy. Bolus calculators, such as the 
ACCU-CHEK Bolus Advisor, have been demonstrated to facilitate the optimization of glycemic control in patients who are trained in multiple daily insulin 
injection therapy and under the supervision of healthcare professionals experienced in managing insulin-treated patients.1  Such calculators have also 
been shown to reduce patient fear of hypoglycemia and improve patient confidence in diabetes management.2
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Term Definition Allowable Range

Target Range Acceptable upper and lower blood glucose level when fasting 
or before a meal.

Upper: 100–270 mg/dL
Lower: 50–140 mg/dL

Meal Rise
The maximum increase in your blood glucose level that is to 
be tolerated after a meal without the need for an additional 
correction bolus.

30–200 mg/dL

Carb Ratio The amount of insulin necessary to account for a specified 
amount of carbohydrates. 1U:1 g–1U:150 g

Insulin Sensitivity  
(Correction Factor)

The amount of insulin necessary to lower blood glucose by a 
specified amount. 1U:5 mg/dL–1U:400 mg/dL

Max Bolus
The maximum amount of insulin to be delivered at one time. 
This serves as a safety measure against unintended large 
boluses by asking the user for added confirmation.

0–50 U

Snack Size Eating more than this amount of carbohydrates will trigger a 
Meal Rise. 0–24 g

Definitions for important settings referred to in this instruction guide:
The mathematical basis for bolus calculations

Below is a list of the most important formulas and principles that the ACCU-CHEK Bolus Advisor uses to calculate a bolus. It is difficult 
to accurately calculate a bolus yourself using these formulas (remembering to include the Acting Time and Offset Time of your most 
recent boluses). This is why bolus advice is so useful. It can save you a lot of time and avoids the risk of mistakes in your calculations.

*  Currently allowed blood glucose value = the blood glucose value used in the calculation of a correction bolus, taking into account time block settings (Target Range mean 
value), currently active meals (Meal Rise), and currently acting correction boluses (Active Insulin).

**  Δ Blood glucose = change in blood glucose as part of insulin sensitivity (correction factor).

Generally, a correction bolus is calculated only if your current blood glucose value is above the hypo blood glucose warning limit and 
outside of the Target Range. Additionally, it must be above the currently allowed blood glucose value. Only correction boluses greater  
than 0 will trigger an Acting Time.

Carbohydrate bolus Carbohydrate intake
Insulin

Carbohydrate
from Carb Ratio (see Definitions)

Correction bolus
Insulin

Current blood glucose Blood glucose**
Currently allowed 
blood glucose*
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Term Definition Allowable Range

Target Range Acceptable upper and lower blood glucose level when fasting 
or before a meal.

Upper: 100–270 mg/dL
Lower: 50–140 mg/dL

Meal Rise
The maximum increase in your blood glucose level that is to 
be tolerated after a meal without the need for an additional 
correction bolus.

30–200 mg/dL

Carb Ratio The amount of insulin necessary to account for a specified 
amount of carbohydrates. 1U:1 g–1U:150 g

Insulin Sensitivity  
(Correction Factor)

The amount of insulin necessary to lower blood glucose by a 
specified amount. 1U:5 mg/dL–1U:400 mg/dL

Max Bolus
The maximum amount of insulin to be delivered at one time. 
This serves as a safety measure against unintended large 
boluses by asking the user for added confirmation.

0–50 U

Snack Size Eating more than this amount of carbohydrates will trigger a 
Meal Rise. 0–24 g

Definitions for important settings referred to in this instruction guide:
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Basic setup

Term Definition Allowable Range

Offset Time Expected amount of time before insulin begins to lower blood 
glucose levels in the body. 0:45–8:00 hours

Acting Time Total length of time the insulin is expected to be effective at 
lowering blood glucose. 1:30–8:00 hours

Insulin Increment The amount in units (U), usually 0.5U or 1U, by which your insulin 
dose is adjusted 0.5 or 1 U

Hypo Warning Limit
The setting below which the blood glucose level is considered 
hypoglycemic. You are prompted with a recommendation to eat 
an appropriate amount of carbohydrates.

50–90 mg/dL 

Active Insulin
Insulin currently in the body that is working to lower blood glucose. 
This amount does not include any insulin that is working to account 
for carbohydrate intake. It also does not include basal insulin.

N/A

Definitions for important settings referred to in this instruction guide:

Launch the ACCU-CHEK 
Connect app and select the 
Advisor icon (   ).

*   Screens shown are for illustration 
purposes only. Screens may vary by 
phone and operating system.
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Basic setup

Default settings for Target 
Range and Meal Rise appear. 
Adjust these settings if desired.

Select Next.

Tap the blue line to activate the keyboard. Enter the activation code 
from the ACCU-CHEK Connect Bolus Advisor Protocol sheet.

Launch the ACCU-CHEK 
Connect app and select the 
Advisor icon (   ).

*

*   Screens shown are for illustration 
purposes only. Screens may vary by 
phone and operating system.

6:37pm 6:37pm 6:37pm 6:37pm
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Basic setup 
Using Bolus Advisor with a current blood glucose reading

Enter values for Carb Ratio, Insulin 
Sensitivity, and Max Bolus. (Max Bolus has 
default of 25, which can be adjusted.)

Review the settings and select the I have 
confirmed my settings check box.

Select Finish.

Setup is complete. 

Select Close to return to the Advisor.

Select Back to exit the Advisor and return to 
the home screen.

To get bolus advice, start by performing a blood 
glucose test with the ACCU-CHEK meter.

Press OK to add a comment, then press  or  to 
highlight the desired comment and OK to select it. 
Press OK to send.

Note: If the meter and smartphone are not already 
paired, you can pair the devices as shown in the user’s 
manual for your meter.

pm

6:37pm 6:37pm 6:37pm
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Using Bolus Advisor with a current blood glucose reading

Select the Advisor icon in the ACCU-CHEK 
Connect app.

Note: The blood glucose result must be 
used within 10 minutes for bolus advice. 
A countdown timer (upper right) helps you 
monitor this deadline. The timer turns red and 
changes from minutes to seconds when less 
than a minute remains.

Select the Carbs field to enter  
the estimated amount of carbs in 
the meal. 

If desired, select Add meal photo 
to include a photo of the meal with 
this record.

You can take a photo of your meal 
using the smartphone camera.

To get bolus advice, start by performing a blood 
glucose test with the ACCU-CHEK meter.

Press OK to add a comment, then press  or  to 
highlight the desired comment and OK to select it. 
Press OK to send.

Note: If the meter and smartphone are not already 
paired, you can pair the devices as shown in the user’s 
manual for your meter.

pm

pm

6:39pm 6:39pm
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Using Bolus Advisor with a current blood glucose reading Alternative scenarios

Basic setup

Bolus recommendation is displayed. 

Select Save to confirm amount of insulin taken.

Note: If desired, you can also add and save additional details about this record.

The home screen appears with a summary of the bolus 
advice details.

From the home screen, you can select an entry to see all 
the details of a specific bolus recommendation.

The Bolus Advisor recommends 3 units of 
insulin to compensate for the 60 g of carbs 
to be consumed.

In this example, the Bolus Advisor 
recommends 3 units of insulin to help 
return you to the center of your target 
range (e.g., 90 mg/dL if the target range is  
70–110 mg/dL). 

To administer an amount different from 
the recommendation, tap in the bottom 
field and enter the actual amount you will 
administer. 

Use the Add button on the home screen to enter a record for 
additional insulin.

Important note: Because the ACCU-CHEK Bolus Advisor factors 
active insulin* into all calculations, patients should enter ALL 
carbohydrates and insulin boluses into the ACCU-CHEK 
Connect app whether or not they use the ACCU-CHEK Bolus 
Advisor. 

Recording carbohydrates and bolus insulin delivered 
without using bolus advice

6:40pm 6:40pm
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Alternative scenarios

Basic setup

Use the Add button on the home screen to enter a record for 
additional insulin.

Important note: Because the ACCU-CHEK Bolus Advisor factors 
active insulin* into all calculations, patients should enter ALL 
carbohydrates and insulin boluses into the ACCU-CHEK 
Connect app whether or not they use the ACCU-CHEK Bolus 
Advisor. 

If desired, patients can receive bolus advice without entering a current 
blood glucose value. 

Note: A reliable recommendation is best obtained with a current blood 
glucose value.

The bolus advice recommendation will reflect only the insulin required 
for the carbs you will consume.

Recording carbohydrates and bolus insulin delivered 
without using bolus advice

Bolus advice without entering blood glucose value

6:39pm 6:39pm
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Additional Bolus Advisor settingsBasic setup
Alternative scenarios

If a patient’s blood glucose is below the hypo limit, no bolus advice 
will be provided. Instead, patients will receive a recommended 
amount of carbs to eat in order to raise their blood sugar into their 
target range.

Patients should record the amount of carbs they will actually 
consume.

Carbs advice with a hypo blood glucose result

If pre-meal blood glucose is low but is not below the hypo limit, the 
ACCU-CHEK Bolus Advisor may calculate a negative (correction) 
bolus amount that will reduce the total recommended bolus for the 
carbs patients are about to consume.

Bolus advice with a low blood glucose result
To begin, launch the ACCU-CHEK Connect app as you did in section 1.

Then follow these steps to program additional settings—or to adjust current settings—for bolus advice based on multiple factors, including customized 
time block settings, current blood glucose, carbs, exercise, and health events such as stress or illness.

Select the menu button  
or icon  on your phone to 
access Settings.

6:39pm 6:39pm 6:39pm
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Additional Bolus Advisor settings
Alternative scenarios

From Settings, select Bolus 
Insulin Advisor.

To begin, launch the ACCU-CHEK Connect app as you did in section 1.

Then follow these steps to program additional settings—or to adjust current settings—for bolus advice based on multiple factors, including customized 
time block settings, current blood glucose, carbs, exercise, and health events such as stress or illness.

In the Bolus Insulin section, 
select the drop-down menu tab 
to enter settings for the specific 
type of bolus insulin used.

From the Advisor settings 
menu, select Insulin Details.

Select the menu button  
or icon  on your phone to 
access Settings.

7:12pm 7:12pm 7:12pm 7:12pm

53065_07424825001_US.indd   13 1/27/15   12:42 PM

110

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



2

14

A
dd

iti
on

al
 B

ol
us

 A
dv

is
or

 s
et

tin
gs

8765

Additional Bolus Advisor settings

If desired, select the Max Bolus field to 
adjust the amount. 

Follow the same procedure to change the 
default settings for the Offset Time, Acting 
Time, and Insulin Increment, which 
should reflect the increment of the insulin 
pen/syringe used. 

Select Save.

To adjust current bolus advice settings, 
select Time Blocks, Target Ranges, Carb 
Ratios, and Insulin Sensitivities. 

Note: This screen shows when settings 
were last entered/changed. 

Select the name or description of the bolus 
insulin you use. 

Note: Whenever you change insulin, be sure 
to adjust all other insulin-related settings 
(e.g., Offset Time, Acting Time) as necessary.

Time Blocks allow for different 
settings at different times of 
day. To create a new time block, 
select Add and enter new 
settings for that time period.

7:12pm 7:12pm 7:12pm
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Additional Bolus Advisor settings

You can program up to 8 time blocks to 
cover a 24-hour period. The new time 
block will default to the current settings 
for the existing time block. 

You can customize the Target Range, 
Carb Ratio, and Insulin Sensitivity settings 
for each time block.

Important note: The ACCU-CHEK Connect app will not 
automatically reset time blocks to match a new time zone. Patients 
should always consult with their healthcare professional 
about actions they should take (if any) when using multiple time 
blocks and traveling to a different time zone.  
See p. 23 for details.

Enter a start time for the new 
time block. Each time block 
ends when the next one begins.

Select Set.

If only one time block is set, it 
will cover a 24-hour period.

Time Blocks allow for different 
settings at different times of 
day. To create a new time block, 
select Add and enter new 
settings for that time period.

7:13pm 7:13pm 7:13pm
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Additional Bolus Advisor settings

From the Advisor settings menu, select 
Exercises.

If desired, adjust the Meal Rise. 

You can also add a setting for Snack Size.  

Select Save.

From the Advisor settings menu, select 
Meal Rise and Snack Size. You can adjust the % by which different types of 

exercise may affect the amount of insulin needed. 

Select the field to change the setting. 

If desired, select + Add Exercise to add a different 
type of exercise. You can include up to 10 exercise 
settings.  

7:15pm 7:15pm 7:15pm
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Additional Bolus Advisor settings

You can adjust the % by which different types of 
exercise may affect the amount of insulin needed. 

Select the field to change the setting. 

If desired, select + Add Exercise to add a different 
type of exercise. You can include up to 10 exercise 
settings.  

To add an exercise, select the Name field to enter 
a name (e.g., Tennis). Then enter the % Increase 
or Decrease for this exercise. The default setting 
is a decrease.

Select Set. 

When you are finished with settings for Exercise, 
select Save. 

From the Advisor settings 
menu, select Health Events.

7:15pm 7:17pm 7:17pm
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Using Bolus Advisor with a current blood glucose reading

Additional Bolus Advisor settings

You can adjust the % by which different health 
events may affect the amount of insulin needed. 

Select the field to change the setting. 

If desired, select + Add Health Event to add a 
different type of event. You can include up to  
10 health event settings.  

To add a health event, select the Name field to 
enter a name. Then enter the % Increase or 
Decrease for this event. The default setting is an 
increase.

Select Set. 

When you are finished with settings for Health 
Events, select Save.

Select Back  two times to 
return to the home screen.

To get bolus advice, start by performing  
a blood glucose test with the ACCU-CHEK 
meter.

Press OK to add a comment, then press       
or       to highlight the desired comment and 
OK to select it. Press OK to send.

pm

pm

7:17pm 7:17pm

7:17pm
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Using Bolus Advisor with a current blood glucose reading

To get bolus advice, start by performing  
a blood glucose test with the ACCU-CHEK 
meter.

Press OK to add a comment, then press       
or       to highlight the desired comment and 
OK to select it. Press OK to send.

Select the Advisor icon in the 
ACCU-CHEK Connect app.

Select the Carbs field to enter the estimated amount of 
carbs in the meal. 

If desired, select Add meal photo to include a photo of 
the meal with this record.

pm

pm

7:19pm 7:19pm

7:19pm
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Using Bolus Advisor with a current blood glucose reading

Additional Bolus Advisor settings

Select Health Events. Select one or more Health Events. If you 
select more than one Health Event, see page 
22 for combined Health Event adjustment 
information. 

Select Done. 

Select Next. If desired, select an activity from the 
Exercise field, or select None.

7:19pm 7:19pm 7:19pm
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Select Next. 
The app displays the bolus advice  
recommendation.

To administer an amount different from the 
recommendation, select the How much 
bolus insulin will you actually inject? 
field and enter the actual amount.

Select Save to confirm the amount of 
insulin you will take.

After you are finished entering additional details, select 
Save.    

You cannot edit any key details that were previously 
entered (e.g., bolus or carb amounts). 

Upon receiving a recommendation, you have the option 
to Save and log additional details. 

Optional
7:20pm 7:20pm

7:20pm
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If a bolus calculation includes more than 
one exercise/Health Event, patients must 
set the adjustment % for the combined 
events. 

Appropriate adjustments can vary 
from person to person. Discuss Health 
Event adjustments with your healthcare 
professional who can help determine the 
correct % to use.

Choose Increase by or Decrease by 
and enter the % setting.

Select Set.

Combined adjustments  
to bolus advice

Alternative scenarios

Additional Bolus Advisor settings

Select Close to return to the 
home screen.

The home screen appears with 
a summary of the bolus advice 
details.

From the home screen, you 
can select an entry to see all 
the details of a specific bolus 
recommendation.

The time used by the app, including time 
blocks, always follows the phone time, 
which may automatically change with time 
zone changes, depending on user settings. 

The number and length of time blocks and 
their associated settings, including Target 
Range, Carb Ratio, and Insulin Sensitivity, 
can only be changed manually by the user.

In this illustration, the Insulin Sensitivity 
setting for the last time block differs from 
the previous time block. Only the user’s 
healthcare provider can determine if this 

difference is clinically important so as to require the user to adjust 
time block settings while traveling.

For this reason, users should always consult their healthcare 
provider about actions to take (if any) when using multiple 
time blocks and traveling to a different time zone.

7:20pm 7:20pm

7:20pm 7:20pm
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Alternative scenarios

Additional Bolus Advisor settings

The time used by the app, including time 
blocks, always follows the phone time, 
which may automatically change with time 
zone changes, depending on user settings. 

The number and length of time blocks and 
their associated settings, including Target 
Range, Carb Ratio, and Insulin Sensitivity, 
can only be changed manually by the user.

In this illustration, the Insulin Sensitivity 
setting for the last time block differs from 
the previous time block. Only the user’s 
healthcare provider can determine if this 

difference is clinically important so as to require the user to adjust 
time block settings while traveling.

For this reason, users should always consult their healthcare 
provider about actions to take (if any) when using multiple 
time blocks and traveling to a different time zone.

Traveling to a new time zone Recording carbohydrates and bolus 
insulin delivered without using bolus 
advice

*  Active insulin = insulin that remains in a user’s body from a previous bolus.  

Use the Add button on the home screen  
to enter a record for additional insulin or 
carbohydrates.

Important note: Because the ACCU-CHEK 
Bolus Advisor factors active insulin* into all 
calculations, patients should enter ALL 
carbohydrates and insulin boluses into 
the ACCU-CHEK Connect app whether 
or not they use the ACCU-CHEK Bolus 
Advisor. 

Health Events and/or Exercise entered 
outside of bolus advice will not be used in 
future bolus advice calculations.

7:20pm 7:20pm
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Appendix 
Advice Options: Meal Rise, Acting Time, Offset Time, and Snack Size
Advice Options help to make sure that Bolus Advice does not recommend a second bolus for a blood glucose (bG) event, such as a meal or a high bG 
level, that has already been covered by a previous bolus.

Acting Time

Time

Currently allowed 
bG value: Meal Rise

Current 
bG value

Bolus 
not requiredBolusMeal

Target Range

Target Value

M
eal R

ise

hypo

hyper

bG level

Offset Time

The dotted line shows how your bG level might change after 
a carbohydrate bolus. Bolus Advice tolerates an increased 
bG level within the Meal Rise range (green) without 
calculating an extra correction bolus. When you enter a 
carbohydrate amount that is greater than the Snack Size, 
the Meal Rise setting is added to the bG target value. How 
long the Meal Rise lasts (the width of the green area) is 
determined by the Offset Time and the Acting Time.

Meal Rise
After a meal, bG levels usually increase 
by a noticeable amount, even in people 
without diabetes. Depending on the 
type of meal, your bG can reach a 
maximum about an hour after your 
meal and return to its original level 
after another one to two hours. This is a 
normal process, so Bolus Advice takes 
this into account using Meal Rise.
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The dotted line shows how your bG level might change after 
a carbohydrate bolus. Bolus Advice tolerates an increased 
bG level within the Meal Rise range (green) without 
calculating an extra correction bolus. When you enter a 
carbohydrate amount that is greater than the Snack Size, 
the Meal Rise setting is added to the bG target value. How 
long the Meal Rise lasts (the width of the green area) is 
determined by the Offset Time and the Acting Time.

The currently allowed bG value considers the following 
factors:
• The upper limit of the Target Range for your current  

Time Block
• bG values that were tolerated as a Meal Rise and which 

have had a carbohydrate bolus that is still active (Acting 
Time)

• The expected reduction of your bG level due to the effect 
of insulin during the Acting Time (the decrease between 
the end of Offset Time and end of Acting Time) 

• Excursions beyond the Target Value that have had a 
correction bolus that is still active (Acting Time)
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Appendix 

Acting Time
The Acting Time is the time for 
which the insulin delivered as 
a bolus is still effective. It is the 
whole time for which an increase 
in bG after a carbohydrate bolus 
or a correction bolus is taken into 
account. Bolus Advice will not 
recommend a correction bolus for 
this time if your current bG level is 
less than the bG level covered by 
the previous bolus (Meal Rise or a 
corrected high bG). 

To choose the correct value for 
the Acting Time, you and your 
healthcare professional should 
discuss the following: 
• The type of insulin that you use
• Your average bolus amount 

(the larger your average bolus 
amount, the longer the Acting 
Time should be)

You can program the Acting Time 
from 1½ to 8 hours. 

Acting Time

Time

Currently allowed 
bG value: Corrected bG

Current 
bG values

Bolus 
not requiredBolus

Target Range
Target Value

C
orrected bG

hypo

hyper
bG level Offset Time
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Appendix 

Correction bolus only
Bolus Advice always compares 
your bG result with the 
currently allowed bG value, and 
not just with the target value 
for the current Time Block. The 
diagram to the left shows an 
example: The first correction 
bolus at 12:00PM remains 
active during the Acting Time 
(the width of the blue area). If a 
measured value at 2:00PM falls 
within the currently allowed bG 
value (height of the blue area), 
no new correction bolus is 
calculated.

Offset Time
The Offset Time is the expected 
time before the insulin begins 
to lower blood glucose levels. 
After the Offset Time, your bG 
level should decrease because 
of the insulin, and at the end 
of the Acting Time it should 
return to the target level. The 
Offset Time must be at least 
45 minutes, and the maximum 
value will be limited by the 
Acting Time that you choose.

To choose the correct value for 
the Acting Time, you and your 
healthcare professional should 
discuss the following: 
• The type of insulin that you use
• Your average bolus amount 

(the larger your average bolus 
amount, the longer the Acting 
Time should be)

You can program the Acting Time 
from 1½ to 8 hours. 

Snack Size
The Snack Size defines the 
amount of carbohydrates below 
which no Meal Rise is triggered 
when calculating a bolus. 
No bG level above the Target 
Range or currently allowed bG 
is tolerated for this amount of 
carbohydrates, so Bolus Advice 
will calculate a correction bolus 
for any increase in bG after a 
snack.
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(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) 

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) 

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 
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(b)(4) Test Data(b)(4) Software Verification ProtocolRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Test Data(b)(4) Software Verification ProtocolRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Test Data(b)(4) Software Verification ProtocolRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Test Data(b)(4) Software Verification ProtocolRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 
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(b)(4) Test Data(b)(4) Software Verification ProtocolRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

(b)(4)

(b)(4)

(b)(4)
(b)(4)

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) 

(b)(4) 

(b)(4) 

(b)(4) 
(b)(4) 

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data(b)(4) Software Verification ReportRecords processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Third Party Data
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data
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(b)(4) Third Party Data
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(b)(4) Third Party Data
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(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 
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(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 
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(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 
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(b)(4) Third Party Data
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(b)(4) Third Party Data
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(b)(4) Third Party Data
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(b)(4) Third Party Data
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(b)(4) Third Party Data
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(b)(4) Third Party Data
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(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Third Party Data
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(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 
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Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 
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(b)(4) Third Party Data
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(b)(4) Third Party Data
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(b)(4) Third Party Data
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(b)(4) Third Party Data
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(b)(4) Third Party Data
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(b)(4) Third Party Data
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(b)(4) Third Party Data
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(b)(4) Third Party Data
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(b)(4) Third Party Data
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(b)(4) Third Party Data
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(b)(4) Third Party Data
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(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 
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(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data
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(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



INSULIN BOLUS CALCULATOR OVERVIEW 

8222

(b)(4) 
Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) 

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) 
Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) 
(b)(4) 

(b)(4) 

(b)(4) Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
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ACCU-CHEK® Connect 
Diabetes Management App 

  

Overview 

The ACCU-CHEK Connect diabetes management app (hereafter referred to as the app) is 
designed to help you: 

•         Transfer data from your ACCU-CHEK Connect blood glucose meter. 
•         Transfer data to your ACCU-CHEK Connect online diabetes management system 

account (online account) and optionally share this data with your healthcare provider 
(HCP) or caregiver. 

•         Receive insulin bolus advice (for those using meal-dosed insulin). 
•         Perform structured testing. 
•         Assist in general diabetes management through logging of contextual data. 

Note: Each mobile device is different. If your mobile device does not conform to these 
instructions, please consult your mobile device user's manual. 

Disclaimer 

Users of this software should interpret the results in the context of their clinical history and 
symptoms and should not make changes in their treatment without consulting a physician or 
other qualified health professional. 

Failure to perform blood glucose tests could delay treatment decisions and lead to a serious 
medical condition. If your physical condition does not seem to match the blood glucose value 
you are seeing, you may want to retest. Refer to your meter instructions for proper testing 
techniques. Contact your healthcare professional if you are unable to perform blood glucose 
testing. 

Uninstalling the app without making a backup of your data will result in a loss of all of your 
historical data. Always backup your data before upgrading your mobile device operating system. 

Consult your healthcare professional about what actions you should take when using multiple 
time blocks and traveling to a different time zone. 

This app is intended for use by a single user. Do not share the use of the app with any other user. 

The ACCU-CHEK Connect diabetes management app is indicated as an aid in the treatment of 
insulin-requiring diabetes. The product facilitates the optimization of glycemic control in patients 
who are trained in multiple daily injection therapy and are under the supervision of healthcare 
professionals experienced in managing insulin treated patients. 

The ACCU-CHEK Bolus Advisor, as a component of the ACCU-CHEK Connect diabetes 
management app, is intended for use in providing insulin dose recommendations in response to 
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blood glucose, health events, and carbohydrate input. The ACCU-CHEK Bolus Advisor is 
intended to provide direction for insulin adjustment within the scope of a pre-planned treatment 
program from a healthcare professional. 

In some countries, before its use, a physician or healthcare professional must prescribe the 
ACCU-CHEK Bolus Advisor and provide the patient-specific target blood glucose, insulin-to-
carbohydrate ratio, and insulin sensitivity parameters to be programmed into the ACCU-CHEK 
Bolus Advisor. 

Permissions Required by this App 

Send SMS Messages, Read Your Contacts, Read Call Log: used only if you choose to share data 
with third parties. The app does not automatically use these features. 

Full Network Access: used only if you choose to share data with third parties or register the 
meter on www.accu-chek.com 

Read Phone Status and Identity: only the phone identity is used to create unique encryption key 
to protect your data that is stored on the phone 

Table of Contents 

•         App Essentials Settings 
o    Online Account 
o    Pair Meter 
o    Data Transfer from Meter 
o    ACCU-CHEK Bolus Advisor Setup 
o    ACCU-CHEK Bolus Advisor Use 

•         Structured Testing 
o    3-Day Profile 
o    Testing In Pairs 

•         Other Settings 
o    Reminders 
o    Units of Measurement 
o    Meal Times 
o    Change Data Order 
o    Personal Information 
o    Registration 

•         Medical Details 
o    Blood Glucose Settings 
o    Insulin 

•         Adding Data 
o    Adding Pictures 
o    Protecting your Data 

•         Data Reporting 
o    Trend Reports 
o    The Logbook 
o    Printing Graphs and Reports 

•         Sharing Data 
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o    Blood Glucose Sharing via SMS Text Message
o    ACCU-CHEK 360° / Smart Pix Export 
o    Sending Data to your ACCU-CHEK Connect Online Account 
o    Data Backup 

App Essentials Settings 

Getting the most out of your app requires setting up a few key features. These include: 

•         Online Account 
•         Pair Meter 
•         Advisor 

To setup app essentials on initial startup, you can select Go to Essentials on the Home screen or 

you can select menu ( ) or ( ) and Settings. To setup essentials follow the instructions 
below. 

Online Account  

The default settings for your ACCU-CHEK Connect online account can be set from the online 
account screen. An online account will help you better manage your diabetes by letting you view 
data entered from your mobile device. 

To update your online account settings follow the instructions listed below: 

•         Select menu ( ) or ( ). 
•         Select Send to Online Account. 
•         If you do not have an online account, use the link provided to create one. 
•         Once you have an online account, enter your username and password. 
•         Select whether you would like app pictures to be sent to your online account using your 

mobile or Wi-Fi network. 
•         Select Login to connect the app to your online account. 

  
Pair Meter  

Pairing your blood glucose meter via Bluetooth® wireless technology will allow you to transfer 
blood glucose values from the meter to your mobile device. 

When pairing a meter with the app you will see options for Auto-Send and Sync Time. For 
optimal performance, both of these options should be active. 

Follow the instructions listed below to pair your meter: 

•         Select menu ( ) or ( ). 
•         Select Settings. 
•         Select Pair Meter. 
•         Select Next. 
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•         Turn your ACCU-CHEK Connect blood glucose meter on, follow on-screen directions 
and select Next on your mobile device. 

•         Select ACCU-CHEK. 
•         Enter the meter's PIN and select Done / OK. 
•         View pairing confirmation screen. 

  
Data Transfer from Meter  

To transfer test results from your blood glucose meter, the meter must be within 2 meters (6 feet) 
of the mobile device. Typical transfer times can be up to 10 seconds. 

Automatic transfer will occur when Auto-Send is enabled on your blood glucose meter. To 
transfer test results automatically, follow the instructions below: 

•         Perform a blood glucose test with your mobile device turned on and within 2 meters (6 
feet) of your blood glucose meter. 

•         If you want to assign an event to the blood glucose test result select Comment, select the 
event you want to assign, and select OK to send the test result. 

•         If you do not want to assign an event, select the back arrow button and the test result will 
be sent. 

To manually transfer blood glucose test results: 

•         Perform a blood glucose test with your mobile device turned on and within 2 meters (6 
feet) of your blood glucose meter. 

•         Select menu ( ) or ( ). 
•         Select Pull from Meter. 
•         Ensure the meter is in data transfer mode (Select My Data, Data Transfer, Wireless). 

  
ACCU-CHEK Bolus Advisor Setup  

The Bolus Insulin Advisor (or Advisor) calculates insulin dosage based on the time of day, your 
blood glucose level, the number of carbs you have eaten, and other events. To use the Advisor 
you will need to receive setup parameters and training from your healthcare professional. 

To setup Advisor follow the instructions below: 

Note: To access Advisor your healthcare provider will need to enter a PIN. 

•         Select Advisor on the Home screen. 
•         Enter your Target Range and Meal Rise and select Next. This target range is only used 

for Advisor. By default, the after-meal target range shown in the Advisor setup diagram 
is the same as the target range used for reports. To change target range used for reports go 
to Blood Glucose Setting on the Settings menu. 

•         Enter your Carb Ratio, Insulin Sensitivity, and Max Bolus. 
•         Confirm that the entries you have made are correct, then check the "I have confirmed my 

settings" checkbox, then select Finish. 

When you have completed the basic setup for the Advisor, you can update these and other 
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settings by selecting Bolus Insulin Advisor from the Settings menu.

  

Add a New Time Block 

•         Select Time Blocks, Target Ranges, Carb Ratios, and Insulin Sensitivities. 
•         Select the + button to open a new time block, update the start time, and select Set. 
•         Update Target Range, Carb Ratio, and Insulin Sensitivity as needed and select Save. 

  
Meal Rise  

Meal rise is the increase in blood glucose levels during or after meals that is considered allowed 
within a certain range, even though a bolus has been delivered. 

To update the Meal Rise Setting: 

•         Select Meal Rise and Snack Size. 
•         Select the Meal Rise text entry section and update the amount your blood glucose 

normally increases after a meal. 
•         Select the Snack Size text entry section to update the amount of carbs which will trigger 

a meal rise. 
•         Select Done. 

  
Insulin Details  

To update Insulin Details: 

•         Select Insulin Details. 
•         Select the Rapid or Short-Acting Insulin dropdown and select the appropriate insulin. 
•         Select the Max Bolus text entry section, use the app keypad to enter the maximum as 

required, and select Done. 
•         Select the Offset Time text entry section, enter the amount of time before the insulin you 

have defined begins to lower blood glucose levels, and select Set. 
•         Select the Acting Time text entry section, enter the period of time from the start of a 

bolus until your blood glucose level is expected to return to the target level, and select 
Set. 

•         Select the appropriate Insulin Increment and select Save. 

Note: You should ask the advice of your Healthcare Provider / Caregiver before delivering large 
doses of insulin. 

  
Exercise  

To update Exercises: 

•         Select Exercises. 
•         Select text entry section for the exercise you want to update, change the percentage the 

exercise impacts the amount of insulin you require, and select Set. 
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•         Repeat this process until you have updated all of the exercises you want to change.
•         When all exercises have been updated, select Save. 

To add new exercises: 

•         Select + Add Exercise. 
•         Select the Name text entry section, enter the exercise name, and select Done. 
•         Select Increase by (+) or Decrease by (-) as appropriate. 
•         Update the percentage the exercise impacts your insulin requirement.  
•         When all information has been entered, select Set. 

  
Health Events  

To update Health Events: 

•         Select Health Events. 
•         Select the health event you want to edit, update percent the health event impacts your 

insulin requirement, and select Set.  

To add new Health Events: 

•         Select Name text entry section, enter the name of the health event, and select Done. 
•         Update the percent the health events impacts the amount of insulin you require and select 

Set. 
•         Select Save. 

ACCU-CHEK Bolus Advisor Use 

Note: On first time use or first use after reinstalling the app, active insulin may not be accurate 
due to lack of historical insulin data. 

Make sure you log all bolus insulin you take along with the time and date. This includes insulin 
outside of the Advisor. Complete insulin information is needed to ensure the accuracy of the 
Bolus Insulin Advisor. 

After measuring your blood glucose and transferring the data you should see the new value on 
your home screen. The reading is medically valid for the bolus insulin advisor for ten minutes 
(timer shows how much time you have left). 

•         Select the Advisor button. 
•         Optionally add carbs and any other information appropriate for your bolus advice and 

select Next. 
•         Your insulin recommendation will be displayed, enter how much bolus insulin you will 

actually inject. 
•         Confirm by selecting Save. 

Note: The app will not provide bolus advice for HI readings. If you receive a HI reading, 
consider rechecking bG, checking ketones and insulin, and consulting your healthcare 
professional. 
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If your blood glucose is below the hypo limit (the default setting can be modified under blood 
glucose settings), no bolus advice will be provided. Instead, you will receive a recommended 
amount of carbs to eat in order to raise your blood glucose into your target range.  

•         Your "eat carbs" recommendation will be displayed. 
•         Enter the amount of carbs you will actually eat. 
•         Confirm by selecting Save. 

Note: The app will not provide advice based on LO readings. If you receive a LO reading, retest 
bG. Contact your healthcare professional. 

Note: Consult your healthcare professional about what to do for bolus insulin advice if your app 
is not available (for example, mobile device battery is exhausted). 

  

Structured Testing 

3-Day Profile  

3-Day Profile (3DP) provides an easy and convenient way to record and track your test results before 
and after meals and at bedtime over a three-day period, and provides a view of how meals and activity 
affect your blood glucose. At least five out of seven blood glucose entries (within 24-hours) are required 
to complete a day. One or two days can be skipped; so, three out of five days are required to complete 
the 3DP. 

To start a new 3DP: 

 Select Tests.  
 Select Schedule New Test and update the meal and bedtime information as desired.  
 Select Choose Start Date, set the start date, and select Done.  
 If you would like to update reminder settings or change your 3DP target ranges, select More 

Settings.  

Note: By default, the 3DP target range is the same as the target range used for other reports. If you 
change to dual target ranges, they are used only in the 3DP report. 

To use 3DP, follow the instructions below: 

 Perform a blood glucose test based on reminders. Before Meal test time can be 2 hours before to 2 
hours after scheduled meal time. After Meal test time can be from 1 to 3 hours after actual Before 
Meal test time.  
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 Add blood glucose, meal and other data.  
 See trends in blood glucose on Home screen and Report.  

To stop 3DP, follow the instructions below: 

 The 3DP will end 24 hours after the start of the last complete day.  
 To stop earlier, touch and hold the active 3DP.  

Note: If a 3DP is running and you are logged into an online account, all data is sent automatically only 
at the end of each completed day (24 hours or when next day is started). 

Testing In Pairs (TIP)  

Testing In Pairs (TIP) is a simple tool that helps you see changes in your blood glucose before and after 
an event. You can use TIP for 7 days to focus on how one part of your daily routine affects your blood 
glucose levels. For example: 

 How does a particular food or drink affect your blood glucose levels?  
 How does a specific type of exercise affect your blood glucose levels?  

To start TIP, follow the instructions below: 

 Select Tests.  
 Select Start New Test.  
 Select Testing In Pairs.  
 Select the event you want to test for and select Set.  

To use TIP, follow the instructions below: 

 Perform blood glucose test before and after an event.  
 Before Meal test time can be 2 hours before to 2 hours after scheduled time. After Meal test time 

can be from 1 to 3 hours after actual Before Meal test time.
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 Add blood glucose, meal and event information.  
 Blood glucose changes will be shown on the Home screen and Reports.  

TIP will end 24 hours after the last pair. To end it earlier, select and hold the active TIP. 

Note: If a TIP is running and you are logged into an online account, all data is sent automatically only at 
the end of each completed pair (24 hours or when next pair is started). 

Other Settings 

Reminders  

Reminders are audio tones and vibrations that are used to remind you to perform a specific task (such as 
taking medication or a dose of insulin). There are separate checkboxes to enable the reminder and to 
make it recurring. 

  
Units of Measurement  

The units of measurement used by your App default to the appropriate setting for your location, but the 
setting can be customized. You can select custom units of measure used for: 

 Blood Glucose Units of Measurement*  
 Calorie Units  
 Carbohydrate Units*  
 Weight Units  
 Blood Pressure Units  

*Note: Blood glucose and Carb units cannot be changed when Advisor is on. 

  
Meal Times  

The meal times stored in the app indicate when you usually eat your meals. These times act as defaults 
for TIP and 3-Day Testing.  
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Change Data Order  

The order in which details such as energy level, exercise, insulin, and health events appear on the add 
screen can be customized so that the things you use most often are located near the top of the list. The 
order you set will also be used for the data you see in the logbook and Home screen (blood glucose and 
next two selected items are shown in standard view). 

Note: When Advisor is enabled, blood glucose, carbs, and insulin are shown. 

  
Personal Information  

Your first name, last name, and date of birth are required to share your trend, 3DP, and TIP reports. 

  
Registration  

Registering your meter is an important step. By registering you allow us to keep you informed of 
important warranty information, updates, and support. 

  

Medical Details 

Blood Glucose Settings  

Blood Glucose Target Range and Hypo settings are used to determine how your data is presented in 
reports and on the Home screen. For example green is within target range, blue is above, and red is 
below your hypo limit. Yellow is used if there is a gap between the bottom of your target range and your 
hypo limit. 

  
Insulin  

To make data entry easier you can set up to three different default insulin types to be used in the app. 
Insulin types can be set for: 

 INS 1: Bolus (Rapid or Short-Acting) Insulin.  
 INS 2: Basal (Long-Acting) Insulin.  
 INS 3: Either of the previous two categories or other insulins.  

Note: The INS 3 option is removed when Bolus Advisor is activated. 

  

Adding Data 

Your daily blood glucose test results, energy level, exercise, and other details can be manually entered 
into the app. 
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 Select + Add from the Home screen.
 Enter blood glucose test data, energy level, event label, meal size, carbohydrates, insulin, notes, 

and other details and select Save.  
  
Adding Pictures  

Pictures can be added to your data entries as a visual reminder and to help provide context to your 
entries.  

 Scroll to the bottom of the Add New Entry screen.  
 Select a picture from your mobile device's gallery or use the camera to take a picture.  
 Select a category for the picture.  
 For a new picture for meal, there is a shortcut next to meal entry.  
 Up to 3 pictures are allowed for meals and one for each other category with 6 pictures allowed per 

record.  
  
Protecting your Data  

To protect your personal information, the data on your mobile device is stored in an encrypted file. You 
should always protect access to your mobile device with a strong password. 

The transmission of your data might make use of unencrypted e-mail, text, and / or software on your 
mobile device and data will be transmitted through networks that are not controlled by Roche. If the user 
chooses to transmit data by such means, Roche is not responsible in any way for the security of such 
transfers. 

  

Data Reporting 

Trend Reports  

Trend reports display your blood glucose trends using logbook data.  

 Select Reports.  
 Select Trend.  
 Set the time period of the trend report.  
 Select how you want the data displayed.  
 To share data select Share.  

  
The Logbook  

The logbook replaces the physical blood glucose diary. Logbook entries are stored automatically in 
order of time and date with the newest records appearing first. 

To edit a logbook entry: 

 Select Reports.  
 Select Logbook.  
 Select the logbook entry you want to edit and select Edit.
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 When you have finished editing, select Done, Save, and Close.
  
Printing Graphs and Reports  

To print your tables and graphs, email the data to your own email address, and you can print the tables 
and graphs from your computer. 

  

Sharing Data 

The app lets you use SMS text messaging or the ACCU-CHEK Connect online account to share your 
information with your doctor or HCP. 

  
Blood Glucose Sharing via SMS Text Message  

 Select Settings.  
 Select Blood Glucose SMS Text.  
 Select Share Recorded bGs via text and / or Display notification when sharing bGs as desired.  
 Add recipients manually or from your contact list.  

  
ACCU-CHEK 360° / ACCU-CHEK Smart Pix Export  

 Select Settings.  
 Select ACCU-CHEK Export File.  
 Select Email for ACCU-CHEK Export File.  
 Enter the recipient's email address.  
 Select Send.  

  
Sending Data to your ACCU-CHEK Connect Online Account  

Data is sent automatically once you have logged in. If you have been offline for a while, you can make 
sure the data has been sent: 

 Select menu ( ) or ( ).  
 Select Send to Online Account.  

Note: When a structured test is running, all data is sent automatically only at the end of each completed 
day (or pair). 

  
Data Backup  

Backup lets you send an email copy of your data to the email address you choose. 

 Select Settings.  
 Select Data Sharing.  
 Select Backup.  
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 Select Email for backup.  
 Enter the recipient's email address.  
 Select Send.  

To restore data to your mobile device: 

 Use Data Backup to email a copy of your data to your email account.  
 Open the backup email on your mobile device and open the attached backup file with the app to 

import the data.  
 If your mobile device does not have the capability to open the attachment, save the file and use a 

file manager program to open it.  
 If you backup your data during a structured test, the test data will be saved but the structured test 

in the backup files will be inactive and cannot be restarted from the backup location. 
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Explanation of Symbols 

You may encounter the following symbols while viewing the Instruction manual, shown here 
with their meaning.  

 

 

Manufacturer 

 
This product fulfils the requirements of 
the European Directive 93/42/EEC on 
medical devices. 
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© 2014 Roche Diagnostics 

07250444001-0714 
 

 
 

ACCU-CHEK, ACCU-CHEK CONNECT, ACCU-CHEK 360°, and ACCU-CHEK SMART PIX 
are trademarks of Roche. 

The Bluetooth® word mark and logos are registered trademarks owned by Bluetooth SIG, 
Inc. and any use of such marks by Roche is under license. All other product names and 
trademarks are the property of their respective owners. 
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ACCU-CHEK® Bolus Advisor:  
Instruction Guide for Setup and Use

This file may not print or view at 100%.
Die lines and color breaks do not print.
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Introduction and definitions of key terms .....................................................................................................3

Section 1: Basic setup .........................................................................................................................................7
This section shows you how to set up the Bolus Advisor for the first time in order to receive basic 
bolus advice. It then provides step-by-step instructions for calculating a bolus.  

Alternative scenarios ........................................................................................................................................ 11
Recording carbohydrates and bolus insulin delivered without using bolus advice
Bolus advice without entering a blood glucose value
Carbs advice with a hypo blood glucose result
Bolus advice with a low blood glucose result

Section 2: Additional Bolus Advisor settings ..................................................................................... 13
This section covers other settings that can be used to customize the Bolus Advisor, then provides  
step-by-step instructions for calculating a bolus using those settings.  

Alternative scenarios ........................................................................................................................................ 22
Combined adjustments to bolus advice
Traveling to a new time zone
Recording carbohydrates and bolus insulin delivered without using bolus advice

Appendix ................................................................................................................................................................... 24
Advice Options: Meal Rise, Acting Time, Offset Time and Snack Size 
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1  R Ziegler et al: Use of an insulin bolus advisor improves glycemic control in multiple daily insulin injection (MDI) therapy patients with suboptimal control:  first results from the 
ABACUS trial; Diabetes Care 36, 3613-3619 (2013).

2  K Barnard et al: Use of an automated bolus calculator reduces fear of hypoglycemia and improves confidence in dosage accuracy in patients with type 1 diabetes mellitus 
treated with multiple daily insulin injections; J. Diabetes Sci. Technol 6:1, 144-149 (2012).

Before you get started:

Be sure to complete the ACCU-CHEK 
Bolus Advisor Protocol sheet, which 
includes required and optional settings for 
customizing bolus advice.

Patient Selection/Preparation
It is important for the healthcare professional 
to consider the user’s ability to see and 
understand app content.  In addition, it is 
important to ensure users have been properly 
prepared for use of the ACCU-CHEK Bolus 
Advisor and individualized parameters have 
been properly set.

Device Description

The ACCU-CHEK Connect Diabetes Management App is designed to facilitate efficient collecting, 
transmitting, and analyzing of blood glucose results and other diabetes management data. 

The App helps: 
• Wireless transfer of data from ACCU-CHEK Aviva Connect Blood Glucose Meter.  
• Assist in general diabetes management through logging of contextual data.  
• ACCU-CHEK Bolus Advisor support of mealtime insulin dosing calculations. 
• Perform structured testing. 
•  Wireless transfer of data from mobile devices to ACCU-CHEK Connect Online Diabetes Management System and optionally share this data with 

healthcare provider (HCP) or caregiver.

The insulin bolus calculations provided by the app are meant for patients undergoing multiple daily injection therapy. Bolus calculators, such as the 
ACCU-CHEK Bolus Advisor, have been demonstrated to facilitate the optimization of glycemic control in patients who are trained in multiple daily insulin 
injection therapy and under the supervision of healthcare professionals experienced in managing insulin-treated patients.1  Such calculators have also 
been shown to reduce patient fear of hypoglycemia and improve patient confidence in diabetes management.2
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Intended Use of the ACCU-CHEK Bolus Advisor
The ACCU-CHEK Connect Diabetes Management App is indicated as an aid in the treatment of 
diabetes. The software provides for electronic download of blood glucose meters, manual data entry, 
storage, display, transfer, and self-managing of blood glucose and other related health indicators 
which can be shown in report and graphical format.

The ACCU-CHEK Bolus Advisor, as a component of the ACCU-CHEK Connect Diabetes Management 
App, is indicated for the management of diabetes by calculating an insulin dose or carbohydrate 
intake based on user-entered data.  Before its use, a physician or healthcare professional must 
activate the bolus calculator and provide the patient-specific target blood glucose, insulin-to-
carbohydrate ratio, and insulin sensitivity parameters to be programmed into the software.

1  R Ziegler et al: Use of an insulin bolus advisor improves glycemic control in multiple daily insulin injection (MDI) therapy patients with suboptimal control:  first results from the 
ABACUS trial; Diabetes Care 36, 3613-3619 (2013).

2  K Barnard et al: Use of an automated bolus calculator reduces fear of hypoglycemia and improves confidence in dosage accuracy in patients with type 1 diabetes mellitus 
treated with multiple daily insulin injections; J. Diabetes Sci. Technol 6:1, 144-149 (2012).

Before you get started:

Be sure to complete the ACCU-CHEK 
Bolus Advisor Protocol sheet, which 
includes required and optional settings for 
customizing bolus advice.

Patient Selection/Preparation
It is important for the healthcare professional 
to consider the user’s ability to see and 
understand app content.  In addition, it is 
important to ensure users have been properly 
prepared for use of the ACCU-CHEK Bolus 
Advisor and individualized parameters have 
been properly set.

Device Description

The ACCU-CHEK Connect Diabetes Management App is designed to facilitate efficient collecting, 
transmitting, and analyzing of blood glucose results and other diabetes management data. 

The App helps: 
• Wireless transfer of data from ACCU-CHEK Aviva Connect Blood Glucose Meter.  
• Assist in general diabetes management through logging of contextual data.  
• ACCU-CHEK Bolus Advisor support of mealtime insulin dosing calculations. 
• Perform structured testing. 
•  Wireless transfer of data from mobile devices to ACCU-CHEK Connect Online Diabetes Management System and optionally share this data with 

healthcare provider (HCP) or caregiver.

The insulin bolus calculations provided by the app are meant for patients undergoing multiple daily injection therapy. Bolus calculators, such as the 
ACCU-CHEK Bolus Advisor, have been demonstrated to facilitate the optimization of glycemic control in patients who are trained in multiple daily insulin 
injection therapy and under the supervision of healthcare professionals experienced in managing insulin-treated patients.1  Such calculators have also 
been shown to reduce patient fear of hypoglycemia and improve patient confidence in diabetes management.2
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Term Definition Allowable Range

Target Range Acceptable upper and lower blood glucose level when fasting 
or before a meal.

Upper: 100–270 mg/dL
Lower: 50–140 mg/dL

Meal Rise
The maximum increase in your blood glucose level that is to 
be tolerated after a meal without the need for an additional 
correction bolus.

30–200 mg/dL

Carb Ratio The amount of insulin necessary to account for a specified 
amount of carbohydrates. 1U:1 g–1U:150 g

Insulin Sensitivity  
(Correction Factor)

The amount of insulin necessary to lower blood glucose by a 
specified amount. 1U:5 mg/dL–1U:400 mg/dL

Max Bolus
The maximum amount of insulin to be delivered at one time. 
This serves as a safety measure against unintended large 
boluses by asking the user for added confirmation.

0–50 U

Snack Size Eating more than this amount of carbohydrates will trigger a 
Meal Rise. 0–24 g

Definitions for important settings referred to in this instruction guide:
The mathematical basis for bolus calculations

Below is a list of the most important formulas and principles that the ACCU-CHEK Bolus Advisor uses to calculate a bolus. It is difficult 
to accurately calculate a bolus yourself using these formulas (remembering to include the Acting Time and Offset Time of your most 
recent boluses). This is why bolus advice is so useful. It can save you a lot of time and avoids the risk of mistakes in your calculations.

*  Currently allowed blood glucose value = the blood glucose value used in the calculation of a correction bolus, taking into account time block settings (Target Range mean 
value), currently active meals (Meal Rise), and currently acting correction boluses (Active Insulin).

**  Δ Blood glucose = change in blood glucose as part of insulin sensitivity (correction factor).

Generally, a correction bolus is calculated only if your current blood glucose value is above the hypo blood glucose warning limit and 
outside of the Target Range. Additionally, it must be above the currently allowed blood glucose value. Only correction boluses greater  
than 0 will trigger an Acting Time.

Carbohydrate bolus Carbohydrate intake
Insulin

Carbohydrate
from Carb Ratio (see Definitions)

Correction bolus
Insulin

Current blood glucose Blood glucose**
Currently allowed 
blood glucose*

53065_07424825001_US.indd   4 1/27/15   12:42 PM
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Term Definition Allowable Range

Target Range Acceptable upper and lower blood glucose level when fasting 
or before a meal.

Upper: 100–270 mg/dL
Lower: 50–140 mg/dL

Meal Rise
The maximum increase in your blood glucose level that is to 
be tolerated after a meal without the need for an additional 
correction bolus.

30–200 mg/dL

Carb Ratio The amount of insulin necessary to account for a specified 
amount of carbohydrates. 1U:1 g–1U:150 g

Insulin Sensitivity  
(Correction Factor)

The amount of insulin necessary to lower blood glucose by a 
specified amount. 1U:5 mg/dL–1U:400 mg/dL

Max Bolus
The maximum amount of insulin to be delivered at one time. 
This serves as a safety measure against unintended large 
boluses by asking the user for added confirmation.

0–50 U

Snack Size Eating more than this amount of carbohydrates will trigger a 
Meal Rise. 0–24 g

Definitions for important settings referred to in this instruction guide:
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Basic setup

Term Definition Allowable Range

Offset Time Expected amount of time before insulin begins to lower blood 
glucose levels in the body. 0:45–8:00 hours

Acting Time Total length of time the insulin is expected to be effective at 
lowering blood glucose. 1:30–8:00 hours

Insulin Increment The amount in units (U), usually 0.5U or 1U, by which your insulin 
dose is adjusted 0.5 or 1 U

Hypo Warning Limit
The setting below which the blood glucose level is considered 
hypoglycemic. You are prompted with a recommendation to eat 
an appropriate amount of carbohydrates.

50–90 mg/dL 

Active Insulin
Insulin currently in the body that is working to lower blood glucose. 
This amount does not include any insulin that is working to account 
for carbohydrate intake. It also does not include basal insulin.

N/A

Definitions for important settings referred to in this instruction guide:

Launch the ACCU-CHEK 
Connect app and select the 
Advisor icon (   ).

*   Screens shown are for illustration 
purposes only. Screens may vary by 
phone and operating system.
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Basic setup

Default settings for Target 
Range and Meal Rise appear. 
Adjust these settings if desired.

Select Next.

Tap the blue line to activate the keyboard. Enter the activation code 
from the ACCU-CHEK Connect Bolus Advisor Protocol sheet.

Launch the ACCU-CHEK 
Connect app and select the 
Advisor icon (   ).

*

*   Screens shown are for illustration 
purposes only. Screens may vary by 
phone and operating system.

6:37pm 6:37pm 6:37pm 6:37pm
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Basic setup 
Using Bolus Advisor with a current blood glucose reading

Enter values for Carb Ratio, Insulin 
Sensitivity, and Max Bolus. (Max Bolus has 
default of 25, which can be adjusted.)

Review the settings and select the I have 
confirmed my settings check box.

Select Finish.

Setup is complete. 

Select Close to return to the Advisor.

Select Back to exit the Advisor and return to 
the home screen.

To get bolus advice, start by performing a blood 
glucose test with the ACCU-CHEK meter.

Press OK to add a comment, then press  or  to 
highlight the desired comment and OK to select it. 
Press OK to send.

Note: If the meter and smartphone are not already 
paired, you can pair the devices as shown in the user’s 
manual for your meter.

pm

6:37pm 6:37pm 6:37pm
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Using Bolus Advisor with a current blood glucose reading

Select the Advisor icon in the ACCU-CHEK 
Connect app.

Note: The blood glucose result must be 
used within 10 minutes for bolus advice. 
A countdown timer (upper right) helps you 
monitor this deadline. The timer turns red and 
changes from minutes to seconds when less 
than a minute remains.

Select the Carbs field to enter  
the estimated amount of carbs in 
the meal. 

If desired, select Add meal photo 
to include a photo of the meal with 
this record.

You can take a photo of your meal 
using the smartphone camera.

To get bolus advice, start by performing a blood 
glucose test with the ACCU-CHEK meter.

Press OK to add a comment, then press  or  to 
highlight the desired comment and OK to select it. 
Press OK to send.

Note: If the meter and smartphone are not already 
paired, you can pair the devices as shown in the user’s 
manual for your meter.

pm

pm

6:39pm 6:39pm
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Using Bolus Advisor with a current blood glucose reading Alternative scenarios

Basic setup

Bolus recommendation is displayed. 

Select Save to confirm amount of insulin taken.

Note: If desired, you can also add and save additional details about this record.

The home screen appears with a summary of the bolus 
advice details.

From the home screen, you can select an entry to see all 
the details of a specific bolus recommendation.

The Bolus Advisor recommends 3 units of 
insulin to compensate for the 60 g of carbs 
to be consumed.

In this example, the Bolus Advisor 
recommends 3 units of insulin to help 
return you to the center of your target 
range (e.g., 90 mg/dL if the target range is  
70–110 mg/dL). 

To administer an amount different from 
the recommendation, tap in the bottom 
field and enter the actual amount you will 
administer. 

Use the Add button on the home screen to enter a record for 
additional insulin.

Important note: Because the ACCU-CHEK Bolus Advisor factors 
active insulin* into all calculations, patients should enter ALL 
carbohydrates and insulin boluses into the ACCU-CHEK 
Connect app whether or not they use the ACCU-CHEK Bolus 
Advisor. 

Recording carbohydrates and bolus insulin delivered 
without using bolus advice

6:40pm 6:40pm
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Alternative scenarios

Basic setup

Use the Add button on the home screen to enter a record for 
additional insulin.

Important note: Because the ACCU-CHEK Bolus Advisor factors 
active insulin* into all calculations, patients should enter ALL 
carbohydrates and insulin boluses into the ACCU-CHEK 
Connect app whether or not they use the ACCU-CHEK Bolus 
Advisor. 

If desired, patients can receive bolus advice without entering a current 
blood glucose value. 

Note: A reliable recommendation is best obtained with a current blood 
glucose value.

The bolus advice recommendation will reflect only the insulin required 
for the carbs you will consume.

Recording carbohydrates and bolus insulin delivered 
without using bolus advice

Bolus advice without entering blood glucose value

6:39pm 6:39pm
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Additional Bolus Advisor settingsBasic setup
Alternative scenarios

If a patient’s blood glucose is below the hypo limit, no bolus advice 
will be provided. Instead, patients will receive a recommended 
amount of carbs to eat in order to raise their blood sugar into their 
target range.

Patients should record the amount of carbs they will actually 
consume.

Carbs advice with a hypo blood glucose result

If pre-meal blood glucose is low but is not below the hypo limit, the 
ACCU-CHEK Bolus Advisor may calculate a negative (correction) 
bolus amount that will reduce the total recommended bolus for the 
carbs patients are about to consume.

Bolus advice with a low blood glucose result
To begin, launch the ACCU-CHEK Connect app as you did in section 1.

Then follow these steps to program additional settings—or to adjust current settings—for bolus advice based on multiple factors, including customized 
time block settings, current blood glucose, carbs, exercise, and health events such as stress or illness.

Select the menu button  
or icon  on your phone to 
access Settings.

6:39pm 6:39pm 6:39pm
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Additional Bolus Advisor settings
Alternative scenarios

From Settings, select Bolus 
Insulin Advisor.

To begin, launch the ACCU-CHEK Connect app as you did in section 1.

Then follow these steps to program additional settings—or to adjust current settings—for bolus advice based on multiple factors, including customized 
time block settings, current blood glucose, carbs, exercise, and health events such as stress or illness.

In the Bolus Insulin section, 
select the drop-down menu tab 
to enter settings for the specific 
type of bolus insulin used.

From the Advisor settings 
menu, select Insulin Details.

Select the menu button  
or icon  on your phone to 
access Settings.

7:12pm 7:12pm 7:12pm 7:12pm
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Additional Bolus Advisor settings

If desired, select the Max Bolus field to 
adjust the amount. 

Follow the same procedure to change the 
default settings for the Offset Time, Acting 
Time, and Insulin Increment, which 
should reflect the increment of the insulin 
pen/syringe used. 

Select Save.

To adjust current bolus advice settings, 
select Time Blocks, Target Ranges, Carb 
Ratios, and Insulin Sensitivities. 

Note: This screen shows when settings 
were last entered/changed. 

Select the name or description of the bolus 
insulin you use. 

Note: Whenever you change insulin, be sure 
to adjust all other insulin-related settings 
(e.g., Offset Time, Acting Time) as necessary.

Time Blocks allow for different 
settings at different times of 
day. To create a new time block, 
select Add and enter new 
settings for that time period.

7:12pm 7:12pm 7:12pm
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Additional Bolus Advisor settings

You can program up to 8 time blocks to 
cover a 24-hour period. The new time 
block will default to the current settings 
for the existing time block. 

You can customize the Target Range, 
Carb Ratio, and Insulin Sensitivity settings 
for each time block.

Important note: The ACCU-CHEK Connect app will not 
automatically reset time blocks to match a new time zone. Patients 
should always consult with their healthcare professional 
about actions they should take (if any) when using multiple time 
blocks and traveling to a different time zone.  
See p. 23 for details.

Enter a start time for the new 
time block. Each time block 
ends when the next one begins.

Select Set.

If only one time block is set, it 
will cover a 24-hour period.

Time Blocks allow for different 
settings at different times of 
day. To create a new time block, 
select Add and enter new 
settings for that time period.

7:13pm 7:13pm 7:13pm
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Additional Bolus Advisor settings

From the Advisor settings menu, select 
Exercises.

If desired, adjust the Meal Rise. 

You can also add a setting for Snack Size.  

Select Save.

From the Advisor settings menu, select 
Meal Rise and Snack Size. You can adjust the % by which different types of 

exercise may affect the amount of insulin needed. 

Select the field to change the setting. 

If desired, select + Add Exercise to add a different 
type of exercise. You can include up to 10 exercise 
settings.  

7:15pm 7:15pm 7:15pm
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Additional Bolus Advisor settings

You can adjust the % by which different types of 
exercise may affect the amount of insulin needed. 

Select the field to change the setting. 

If desired, select + Add Exercise to add a different 
type of exercise. You can include up to 10 exercise 
settings.  

To add an exercise, select the Name field to enter 
a name (e.g., Tennis). Then enter the % Increase 
or Decrease for this exercise. The default setting 
is a decrease.

Select Set. 

When you are finished with settings for Exercise, 
select Save. 

From the Advisor settings 
menu, select Health Events.

7:15pm 7:17pm 7:17pm

53065_07424825001_US.indd   17 1/27/15   12:42 PM

8573

Records processed under FOIA Request # 2015-2682; Released by CDRH on 09-27-2016 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Preflight



2

18

A
dd

iti
on

al
 B

ol
us

 A
dv

is
or

 s
et

tin
gs

17 118 19

Using Bolus Advisor with a current blood glucose reading

Additional Bolus Advisor settings

You can adjust the % by which different health 
events may affect the amount of insulin needed. 

Select the field to change the setting. 

If desired, select + Add Health Event to add a 
different type of event. You can include up to  
10 health event settings.  

To add a health event, select the Name field to 
enter a name. Then enter the % Increase or 
Decrease for this event. The default setting is an 
increase.

Select Set. 

When you are finished with settings for Health 
Events, select Save.

Select Back  two times to 
return to the home screen.

To get bolus advice, start by performing  
a blood glucose test with the ACCU-CHEK 
meter.

Press OK to add a comment, then press       
or       to highlight the desired comment and 
OK to select it. Press OK to send.

pm

pm

7:17pm 7:17pm

7:17pm
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Using Bolus Advisor with a current blood glucose reading

To get bolus advice, start by performing  
a blood glucose test with the ACCU-CHEK 
meter.

Press OK to add a comment, then press       
or       to highlight the desired comment and 
OK to select it. Press OK to send.

Select the Advisor icon in the 
ACCU-CHEK Connect app.

Select the Carbs field to enter the estimated amount of 
carbs in the meal. 

If desired, select Add meal photo to include a photo of 
the meal with this record.

pm

pm

7:19pm 7:19pm

7:19pm
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Using Bolus Advisor with a current blood glucose reading

Additional Bolus Advisor settings

Select Health Events. Select one or more Health Events. If you 
select more than one Health Event, see page 
22 for combined Health Event adjustment 
information. 

Select Done. 

Select Next. If desired, select an activity from the 
Exercise field, or select None.

7:19pm 7:19pm 7:19pm
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Select Next. 
The app displays the bolus advice  
recommendation.

To administer an amount different from the 
recommendation, select the How much 
bolus insulin will you actually inject? 
field and enter the actual amount.

Select Save to confirm the amount of 
insulin you will take.

After you are finished entering additional details, select 
Save.    

You cannot edit any key details that were previously 
entered (e.g., bolus or carb amounts). 

Upon receiving a recommendation, you have the option 
to Save and log additional details. 

Optional
7:20pm 7:20pm

7:20pm
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If a bolus calculation includes more than 
one exercise/Health Event, patients must 
set the adjustment % for the combined 
events. 

Appropriate adjustments can vary 
from person to person. Discuss Health 
Event adjustments with your healthcare 
professional who can help determine the 
correct % to use.

Choose Increase by or Decrease by 
and enter the % setting.

Select Set.

Combined adjustments  
to bolus advice

Alternative scenarios

Additional Bolus Advisor settings

Select Close to return to the 
home screen.

The home screen appears with 
a summary of the bolus advice 
details.

From the home screen, you 
can select an entry to see all 
the details of a specific bolus 
recommendation.

The time used by the app, including time 
blocks, always follows the phone time, 
which may automatically change with time 
zone changes, depending on user settings. 

The number and length of time blocks and 
their associated settings, including Target 
Range, Carb Ratio, and Insulin Sensitivity, 
can only be changed manually by the user.

In this illustration, the Insulin Sensitivity 
setting for the last time block differs from 
the previous time block. Only the user’s 
healthcare provider can determine if this 

difference is clinically important so as to require the user to adjust 
time block settings while traveling.

For this reason, users should always consult their healthcare 
provider about actions to take (if any) when using multiple 
time blocks and traveling to a different time zone.

7:20pm 7:20pm

7:20pm 7:20pm
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#2 #3

Alternative scenarios

Additional Bolus Advisor settings

The time used by the app, including time 
blocks, always follows the phone time, 
which may automatically change with time 
zone changes, depending on user settings. 

The number and length of time blocks and 
their associated settings, including Target 
Range, Carb Ratio, and Insulin Sensitivity, 
can only be changed manually by the user.

In this illustration, the Insulin Sensitivity 
setting for the last time block differs from 
the previous time block. Only the user’s 
healthcare provider can determine if this 

difference is clinically important so as to require the user to adjust 
time block settings while traveling.

For this reason, users should always consult their healthcare 
provider about actions to take (if any) when using multiple 
time blocks and traveling to a different time zone.

Traveling to a new time zone Recording carbohydrates and bolus 
insulin delivered without using bolus 
advice

*  Active insulin = insulin that remains in a user’s body from a previous bolus.  

Use the Add button on the home screen  
to enter a record for additional insulin or 
carbohydrates.

Important note: Because the ACCU-CHEK 
Bolus Advisor factors active insulin* into all 
calculations, patients should enter ALL 
carbohydrates and insulin boluses into 
the ACCU-CHEK Connect app whether 
or not they use the ACCU-CHEK Bolus 
Advisor. 

Health Events and/or Exercise entered 
outside of bolus advice will not be used in 
future bolus advice calculations.

7:20pm 7:20pm
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Appendix 
Advice Options: Meal Rise, Acting Time, Offset Time, and Snack Size
Advice Options help to make sure that Bolus Advice does not recommend a second bolus for a blood glucose (bG) event, such as a meal or a high bG 
level, that has already been covered by a previous bolus.

Acting Time

Time

Currently allowed 
bG value: Meal Rise

Current 
bG value

Bolus 
not requiredBolusMeal

Target Range

Target Value

M
eal R

ise

hypo

hyper

bG level

Offset Time

The dotted line shows how your bG level might change after 
a carbohydrate bolus. Bolus Advice tolerates an increased 
bG level within the Meal Rise range (green) without 
calculating an extra correction bolus. When you enter a 
carbohydrate amount that is greater than the Snack Size, 
the Meal Rise setting is added to the bG target value. How 
long the Meal Rise lasts (the width of the green area) is 
determined by the Offset Time and the Acting Time.

Meal Rise
After a meal, bG levels usually increase 
by a noticeable amount, even in people 
without diabetes. Depending on the 
type of meal, your bG can reach a 
maximum about an hour after your 
meal and return to its original level 
after another one to two hours. This is a 
normal process, so Bolus Advice takes 
this into account using Meal Rise.
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The dotted line shows how your bG level might change after 
a carbohydrate bolus. Bolus Advice tolerates an increased 
bG level within the Meal Rise range (green) without 
calculating an extra correction bolus. When you enter a 
carbohydrate amount that is greater than the Snack Size, 
the Meal Rise setting is added to the bG target value. How 
long the Meal Rise lasts (the width of the green area) is 
determined by the Offset Time and the Acting Time.

The currently allowed bG value considers the following 
factors:
• The upper limit of the Target Range for your current  

Time Block
• bG values that were tolerated as a Meal Rise and which 

have had a carbohydrate bolus that is still active (Acting 
Time)

• The expected reduction of your bG level due to the effect 
of insulin during the Acting Time (the decrease between 
the end of Offset Time and end of Acting Time) 

• Excursions beyond the Target Value that have had a 
correction bolus that is still active (Acting Time)
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Appendix 

Acting Time
The Acting Time is the time for 
which the insulin delivered as 
a bolus is still effective. It is the 
whole time for which an increase 
in bG after a carbohydrate bolus 
or a correction bolus is taken into 
account. Bolus Advice will not 
recommend a correction bolus for 
this time if your current bG level is 
less than the bG level covered by 
the previous bolus (Meal Rise or a 
corrected high bG). 

To choose the correct value for 
the Acting Time, you and your 
healthcare professional should 
discuss the following: 
• The type of insulin that you use
• Your average bolus amount 

(the larger your average bolus 
amount, the longer the Acting 
Time should be)

You can program the Acting Time 
from 1½ to 8 hours. 

Acting Time

Time

Currently allowed 
bG value: Corrected bG

Current 
bG values

Bolus 
not requiredBolus

Target Range
Target Value

C
orrected bG

hypo

hyper
bG level Offset Time
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Appendix 

Correction bolus only
Bolus Advice always compares 
your bG result with the 
currently allowed bG value, and 
not just with the target value 
for the current Time Block. The 
diagram to the left shows an 
example: The first correction 
bolus at 12:00PM remains 
active during the Acting Time 
(the width of the blue area). If a 
measured value at 2:00PM falls 
within the currently allowed bG 
value (height of the blue area), 
no new correction bolus is 
calculated.

Offset Time
The Offset Time is the expected 
time before the insulin begins 
to lower blood glucose levels. 
After the Offset Time, your bG 
level should decrease because 
of the insulin, and at the end 
of the Acting Time it should 
return to the target level. The 
Offset Time must be at least 
45 minutes, and the maximum 
value will be limited by the 
Acting Time that you choose.

To choose the correct value for 
the Acting Time, you and your 
healthcare professional should 
discuss the following: 
• The type of insulin that you use
• Your average bolus amount 

(the larger your average bolus 
amount, the longer the Acting 
Time should be)

You can program the Acting Time 
from 1½ to 8 hours. 

Snack Size
The Snack Size defines the 
amount of carbohydrates below 
which no Meal Rise is triggered 
when calculating a bolus. 
No bG level above the Target 
Range or currently allowed bG 
is tolerated for this amount of 
carbohydrates, so Bolus Advice 
will calculate a correction bolus 
for any increase in bG after a 
snack.
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ACCU-CHEK, ACCU-CHEK AVIVA CONNECT, and ACCU-CHEK CONNECT are trademarks of Roche.  
All other product names and trademarks are property of their respective owners.
© 2015 Roche Diagnostics
07424825001-0115

Roche Diagnostics
9115 Hague Road
Indianapolis, IN 46256
accu-chek.com
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ACCU-CHEK® Bolus Advisor Protocol
Patient Name: _________________________________________________            Date of Birth: _____________  
               (please print)                                          (mm/dd/yyyy)

Start Parameters (sign and date both sides)

	Standard settings using Standing Orders below—patient-specific information in gray boxes is required under Custom Settings 
(it is recommended that you set up Basic and Additional Settings when using Standing Orders) 
	Customized settings—complete Custom Settings fields below or attach required information

Insulin

Type of insulin: ________________________________

Basic Settings Allowable Ranges Default Standing Orders Custom Settings

Target Range Upper: 100–270 mg/dL
Lower: 50–140 mg/dL 70–110 mg/dL 70–130 mg/dL

Meal Rise 30–200 mg/dL 70 mg/dL 80 mg/dL

Carb Ratio 1U:1 g–1U:150 g 1 U: _______ g**

Insulin Sensitivity 1U:5 mg/dL–1U:400 mg/dL 1 U: _______ mg/dL

Max Bolus 0–50 U 25 U

Additional Settings (go to Settings > Bolus Insulin Advisor > Insulin Details)

Bolus Insulin Name N/A Generic bolus  
(rapid-acting)

Offset Time 0:45–8:00 hours 1:00 h:min 2:00 h:min

Acting Time 1:30–8:00 hours 4:00 h:min 4:00 h:min

Insulin Increment 0.5 or 1.0 U 1.0 U

Snack Size 0–24 g 0 g** 15 g

Related Settings (go to Settings > Blood Glucose Settings)

Hypo Warning Limit 50–90 mg/dL 70 mg/dL† 60 mg/dL

This file may not print or view at 100%.
Die lines and color breaks do not print.

Roche USA – 53067 
V1/1 – 07424817001 – Black

Target Range: Acceptable upper and lower blood glucose levels when 
fasting or before a meal.

Meal Rise: Expected rise in glucose levels in response to a meal.

Carb Ratio: The amount of insulin necessary to account for a specified 
amount of carbohydrates.

Insulin Sensitivity (Correction Factor): The amount of insulin 
necessary to lower your blood glucose by a specified amount.

Max Bolus: The maximum amount of insulin to be delivered at one time. 
This serves as a safety measure against unintended large boluses by 
asking the user for added confirmation.

Snack Size: Eating more than this amount of carbohydrates will 
trigger a Meal Rise.

Offset Time: Length of time after a bolus until a reduction in blood 
glucose begins. 

Acting Time: Total length of time the insulin is expected to be 
effective at lowering blood glucose.

Insulin Increment: 0.5 or 1 unit of insulin, depending on the 
increment of the insulin pen/syringe being used by the patient.

Hypo Warning Limit: The setting below which the blood glucose 
level is considered hypoglycemic. The user is prompted with a 
recommendation to eat an appropriate amount of carbohydrates.

Definitions

** The default setting for carbs is grams (g). If desired, this can be changed under the Settings/Units menu to one of eight other options.
†  The Hypo Warning Limit default is 70 mg/dL. To change, go to the Settings/Blood Glucose Settings menu.

HCP Activation Code:  
000-0000-000

The heathcare provider activation code may only be used in the country of the healthcare provider.

℞
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To enter customized settings for up to eight time blocks, transfer the applicable settings from side 1 to Time Block 1 below. 
Then enter settings for other time blocks as desired (starting with Time Block 2). 

Enter up to 10 Exercise and up to 10 Health Event settings here:

ACCU-CHEK, ACCU-CHEK AVIVA CONNECT, and ACCU-CHEK CONNECT  
are trademarks of Roche.  
© 2015 Roche Diagnostics 07424817001-0115

Roche Diagnostics 
9115 Hague Road 
Indianapolis, IN 46256

www.accu-chek.com

Time Block  
Start Time End Time

Lower  
Target Limit  
(mg/dL)

Upper  
Target Limit  
(mg/dL)

Carb Ratio Insulin Sensitivity
Insulin Units : Grams Insulin Units : mg/dL

1 : :

2 : :

3 : :

4 : :

5 : :

6 : :

7 : :

8 : :

Exercise Settings Default + / - Setting  
Used (%)

Walking 0%

Running

Swimming

Bicycling

Weight Lifting

Other

Other

Other

Other

Other

Health Event Settings Default + / - Setting  
Used (%)

Stress 0%

Illness

Premenstrual

Other

Other

Other

Other

Other

Other

Other

Important note: Always consult with your healthcare provider about actions you should take (if any) when using multiple time 
blocks and traveling to a different time zone. The ACCU-CHEK Connect app will not automatically reset your time blocks to 
match a new time zone.
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This file may not print or view at 100%.
Die lines and color breaks do not print.

Roche USA – 52420 
V4/1 – 07191227001 - Black

Roche USA – 52420 
V4/2 – 07191227001– Cyan

Roche USA – 52420 
V4/3 – 07191227001– Magenta

Roche USA – 52420 
V4/4 – 07191227001– Yellow

Quick Connect Guide

CONNECT HERE

Downloading the App Setting up an Online Account

1  Within the app, go to Settings > Online 
Account. 

2  Select  
Click HERE to Create an Online Account

Pairing the Meter and Mobile Device

© 2014 Roche Diagnostics 
07191227001-0114

The Bluetooth® word mark and logos are registered trademarks 
owned by Bluetooth SIG, Inc. and any use of such marks by 
Roche is under license.

Other trademarks and trade names are those of their respective 
owners. 

ACCU-CHEK, ACCU-CHEK CONNECT, and ACCU-CHEK 360˚ are 
trademarks of Roche.

4  Turn the meter on and use  or  to 
navigate and OK to select. 

5  Select Settings > Wireless > Yes.

NOTE: The code which appears is valid for  
90 seconds.

1   Open the app store.

2   Find the ACCU-CHEK Connect diabetes 
management app.

3   Download and install the app.

*Visit accu-chek.com/dmapp for a list of compatible mobile 
devices.

1  Within the app, select  
Settings/Essentials > Pair Meter.

2  If prompted, ensure Bluetooth® wireless 
technology is on.

3  Select Next to enable Auto-Send and Sync 
Time.

Sending a Blood Glucose Result to Your Mobile Device 

2  Press  or  to 
highlight the 
desired comment 
and OK to select it. 
Press OK to send.

1  Press OK to add a 
comment to the 
test result. 

ON YOUR METERON YOUR MOBILE DEVICE* ON YOUR MOBILE DEVICE ON YOUR MOBILE DEVICE ON YOUR METER ON YOUR MOBILE DEVICE

3  Add your account information.
 - Username must contain 5-30 characters 

(letters or numbers only).
 - Password must contain at least  

8 characters (both letters and numbers 
required).

4  Select No to transfer your existing data 
unless you are on your PC and are an 
existing ACCU-CHEK 360˚ diabetes 
management system user.

5  Complete your diabetes-related 
information.

6  Close the browser by selecting the device 
Home button.

After pairing is complete, turn the meter off before 
you perform a blood glucose test. Once you perform 
a successful blood glucose test, follow these 
instructions to send the test result to your mobile 
device.

ON YOUR MOBILE 
DEVICE

3  Your blood glucose result 
appears on your app Home 
screen.

7  Reopen the app.

8  Enter the Username and Password which 
you just created in the Online Account 
and select Login.

9  Select Back to return to Settings.

The following instructions are to set up your online account via your app; however, you can do this on your PC browser at 
www.accu-chekconnect.com

 WARNING 
Do not share the use of the app with any other user.

BACK BUTTON

APP HOME SCREEN

ONLINE ACCOUNT SCREEN

Your app and your online account are now 
connected for data transfer. 

6  When the code appears on the meter 
display, select Next in the app.

7   Select Accu-Chek. (Wait for pop-up menu 
to open.)

8  Enter the code from the meter display into 
the app.

9  Close the keyboard and select OK to 
confirm the code.

A   Wait for pairing process to complete. 

B   Select Close or Register Meter after 
Pairing successful appears.

NOTE: After pairing, you may register your 
meter directly from the app. 

C  Select Back to return to the Home screen.

PAIRING SUCCESSFUL APP HOME SCREEN

APP HOME SCREEN

Roche Diagnostics 
9115 Hague Road
Indianapolis, IN 46256
www.accu-chek.com

ENGLISH
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