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Dear Nick, 
 
I have completed the review of K140133 biocompatibility.  I wish to talk to you on the Deficiency 1.  
Please let me know your availability tomorrow.  With the rest of the deficiencies, if you have any 
concerns, please let me know as well. 
 
--------------------------------------------------------------------------------------------------------- 

(b)(4) Deficiencies

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Deficiencies

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Deficiencies

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Deficiencies

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



Thanks, 
 
Rakhi 
Rakhi M. Dalal, Ph.D., Toxicologist & Team Leader (Biocompatibility) 
CDRH Nanotechnology Reviewer Network (NRN), Chair  
General Hospital Devices Branch  
Division of Anesthesiology, General Hospital, Respiratory, Infection Control and Dental Devices  
Office of Device Evaluation, Center for Devices and Radiological Health  
U.S. Food and Drug Administration 
WO 66, Room 1518 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 
Tel: 301 796 6418 (tel) 
rakhi.dalal@fda.hhs.gov  
 
This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this 
time but does not constitute an advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise 
obligate or commit the agency to the view expressed. 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN 
INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the 
intended recipient, you are hereby notified that any disclosure, dissemination, distr bution, copying, or other action based on the content of 
this communication is NOT AUTHORIZED. If you have received this document in error, please immediately notify us by email or telephone 
found above. 
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510 (k) Premarket Notification – Traditional 
 

InfusetTM Flow Control Extension Set 
 
 
  

 Applicant:   EMED Technologies Corporation 

 Peter Kollings 

 Quality Manager 

 1264 Hawks Flight Ct.  Ste. 200 

 El Dorado Hills, Ca 95762 

 Phone: 916.632.0071 x114 

 Fax:  916.932.0074 

 pkollings@emedtc.com 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Submission Date: January 16, 2014 
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Section 1:  Medical Device User Fee Cover Sheet 

 
This section contains the Medical Device User Fee Cover Sheet (payment identifier 
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Form Approved  OMB No. 0910-0511 Expiration Date  April 30, 2016. See Instructions for OMB Statement.

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 
 MEDICAL DEVICE USER FEE COVER SHEET 

  PAYMENT IDENTIFICATION NUMBER:      
 Write the Payment Identification number on your check.

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 
address, city state, country, and post office code)

EMED TECHNOLOGIES CORPORATION
1264 HAWKS FLIGHT COURT, SUITE 200
EL DORADO HILLS 
CA 95762
US

1.1 EMPLOYER IDENTIFICATION NUMBER (EIN)
*****8533

2.  CONTACT NAME
Peter Kollings

2.1 E-MAIL ADDRESS
pkollings@emedtc.com

2.2 TELEPHONE NUMBER (include Area code)
916-932-0071

2.3 FACSIMILE (FAX) NUMBER (Include Area code)

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 application type: 3.1 Select a center 
[X] Premarket notification(510(k)); except for third party [X] CDRH
[ ] 513(g) Request for Information  [ ] CBER
[ ] Biologics License Application (BLA) 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) 
[X] YES, I meet the small business criteria and have submitted the required 

qualifying documents to FDA
 NO, I am not a small business

4.1   If Yes, please enter your Small Business Decision Number:  SBD145167

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/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/RegistrationandListing/ucm053165.htm 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, 

including any affiliates
[ ] The sole purpose of the application is to support 
conditions of use for a pediatric population

[ ] This biologics application is submitted under section 351 of the Public 
Health Service Act for a product licensed for further manufacturing use only

[ ] The application is submitted by a state or federal 
government entity for a device that is not to be distributed 
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, 1350 Piccard Drive, 4th 
Floor Rockville, MD 20850 
[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
  07-Jan-2014

Form FDA 3601 (01/2007)

"Close Window" Print Cover sheet

Page 1 of 1Site: null

1/7/2014https://userfees.fda.gov/OA HTML/mdufmaCScdCfgItemsPopup.jsp?ordnum=6073131

(b)(4)
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Section 2:  Administrative - FDA Forms 

 
This section contains completed FDA forms 3674, Certification of Compliance, 3514, 
CDRH Premarket Review Submission Coversheet, and 3654, Standards Data Reports for 
510(k)s 
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Section 3:  510k Cover Letter 

 
This section contains completed FDA 510k Cover Letter 
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Section 4.  Indications for Use Statement 

 

510(k) Number (if known): [TBD] 

Device Name:    Infuset™ Flow Control Extension Set 

Indications for Use: The Infuset™ Flow Control Extension Set is 
intended for use with the RMS Freedom 60 Syringe 
Infusion Pump System to provide flow rate control 
to administer fluids from a container to a patient's 
vascular system. 

. 

 

 

 

 

 

 

 

 

 

Prescription Use  ___X___ 
(Part 21 CFR 801 Subpart D) 

AND/OR Over-the-Counter Use _____ 
(21 CFR 801 Subpart C) 

 

 

     (PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER 
PAGE IF NEEDED) 

 

 

Concurrence of CDRH, Office of Device Evaluation (ODE) 
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Section 5.  510(k) Summary  

K Number _____________________________ 

Submission Date:   January 16, 2014 

General Information 

 Classification   Class II 
  
 Trade Name   Infuset™ Flow Control Extension Set 
  

Common Name:   I.V. Flow Controller 

Classification Name and Reference:  

Intravascular Administration Set 

21 CFR §880.5440 

Submitter   Peter Kollings 
     EMED Technologies Corporation 

1264 Hawks Flight Ct., Ste. 200 
     El Dorado Hills, Ca  95762 
      Tel: 916.932.0071 x114 
      Fax: 916.932.0074 
Intended Use 
Infuset™ Flow Control Extension Sets are intended for use with the RMS Freedom 60 
Syringe Infusion Pump System  to provide flow rate control to administer fluids from a 
container to a patient's vascular system. 

Predicate Device(s)  
Freedom 60 Syringe Infusion Pump System (K933652) 

Device Description 
EMED Infuset™ Flow Control Extension Sets are disposable devices allowing users to 
obtain a controlled and precise rate of fluid flow when used with the RMS Freedom 60 
Syringe Infusion Pump System. 

Each Infuset™ Flow Control Extension Sets consist of a given length of medium-density 
PVC tubing and rigid PVC standard luer lock connectors.  Robust componentry and 
bonding techniques allow the Infuset™ Flow Control Extension Sets to withstand fluid 
pressures up to 25 psi.  These sets can be physically connected to fluid sources 
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Section 7:  Class III Summary and Certifications 

The EMED Infuset™ Flow Control Extension Set is a Class II device and therefore this 
section is not applicable. 
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Section 8:  Financial Certification or Disclosure Statement 

There is no clinical data supplied with this notification therefore this section is not 
applicable. 
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Section 11:  Device Description 

General 

The Infuset™ Flow Control Extension Set consists of a given length of medium-density 
PVC tubing and rigid PVC standard luer lock connectors.  is used as an 
adhesive to attach components of the set, but is not used on internal channels or surfaces 
of Infuset™ Flow Control Extension Sets. Robust componentry and bonding techniques 
allow Infuset™ Flow Control Extension Sets to withstand fluid pressures up to 25 psi. 

These sets can be physically connected to fluid sources compatible with the Freedom60 
Syringe Infusion System and patient administrations sets using the standard luer lock 
connectors.  The Infuset™ Flow Control Extension Sets are provided sterile for single 
use. 

Infuset™ Flow Control Extension Sets rely upon the properties inherent to the static fluid 
path dimensions dictated by the Infuset™ Flow Control Extension Set length and tubing 
inner diameter to provide a precise, controlled flow rate.  This follows the Poiseuille 
equation in that pressure, length of fluid path, diameter of fluid path, and viscosity of a 
fluid in a system directly influence resultant flow rates of that fluid.  Available 
configurations with differing lengths and tubing diameters offer users several target flow 
rates to choose from. 

This basic construction and principle of action are essentially identical to that of the 
predicate flow control accessory that has had market clearance and been actively 
marketed for decades. 

Design 

Infuset™ Flow Control Extension Sets are assembled from rigid PVC standard luer lock 
components and specified lengths of medium-density PVC.  These sets include slide-
clamps used to pinch the tubing and stop the flow of fluid.  These fixed-rate flow sets are 
essentially identical to the predicate in appearance, design, and functionality, and are 
individually sterile packaged.   is used as an adhesive to attach 
components of the set. 

The length and diameter of the tubing results in pre-determined flow rates when the 
contents of the 60ml syringe are pressurized by the Freedom 60 pump.   This follows the 
Poiseuille equation in that pressure, length of fluid path, diameter of fluid path, and 
viscosity of a fluid in a system directly influence resultant flow rates of that fluid.  There 
are no moving pieces or mechanics of these sets designed to alter flow rates. 

These sets can be physically connected to the 60ml syringe and patient administrations 
sets using the standard luer lock connectors, and are provided sterile for single use. 

(b)(4)

(b)(4)
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(b)(4) Risk Analysis
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(b)(4) Risk Analysis
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Discussion 

Indications for Use Statement 

The indications for use of the Infuset™ Flow Control Extension Sets and the 
predicate are essentially identical 

Materials 

The materials that compose each Infuset™ Flow Control Extension Set were 
identified for their durability, performance, and biocompatibility characteristics. 
The PVC tubing selected is widely used for medical device applications, and is 
equivalent to that of the predicate. The materials used in the Infuset™ Flow 
Control Extension Sets are the same as those used in the predicate. 

Biocompatibility of the Infuset™ Flow Control Extension Sets conform to ISO 
10993 based on intended applications (see Section 15 and Appendix D) and 
material safety data is available for the Infuset™ Flow Control Extension Set 
components (see Appendix F).   

Design 

The size and weight of the Infuset™ Flow Control Extension Sets and predicate 
are comparable.  Infuset™ Flow Control Extension Sets are intended to be 
manufactured in several configurations to achieve flow control targets.  The 
lengths of these configurations range from 7.5 cm to 97 cm.  The predicates range 
in length from 34.3 – 100 cm, depending on the configuration and intended flow 
rate.  Residual volumes of the two devices are similar and differences are can be 
attributed to differences in inner fluid path dimensions.  

Table 12-2 below graphically identifies equivalent components in each Infuset™ 
Flow Control Extension Set and RMS Flow Rate Tubing Set.  Following the table 
is a description of each including physical design, functional operation, and 
interface requirements.  
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locks connectors to assure leakage and strength requirements are achieved, per 
ISO 8536-8. 

Related testing and validation activities are provided in Appendix D. 
(C) Slide Clamp – The Infuset™ Flow Control Extension Sets are designed with a 

slide clamp to stop flow, as does the predicate.  The predicate relies upon a 
separate label to indicate the product code, whereas the Infuset™ Flow 
Control Extension Set product code is printed directly onto the slide clamp, as 
demonstrated in Diagram 12-1 below: 

Diagram 12-1 

 

Any differences in design between the Infuset™ Flow Control Extension Sets and 
the predicate are not significant in relation to the intended uses of the devices, and 
do not impact safety, efficacy, or usability of the Infuset™ Flow Control 
Extension Sets.   

Principle of Action 

Both the Infuset™ Flow Control Extension Sets and the predicate flow rate 
controllers rely on the length and cross-sectional area of the fluid path to control 
the flow rate.  Both devices rely upon the flow controlling properties inherent to 
the static fluid path dimensions dictated by the tubing length and inner diameter to 
provide a precise, controlled flow rate.  This follows the Poiseuille equation in 
that pressure, length of fluid path, diameter of fluid path, and viscosity of a fluid 
in a system directly influence resultant flow rates of that fluid. 

The principle by which both devices achieve flow control is identical in that both 
rely upon physical dimensions of their fluid paths to control the flow of fluid. 

The net flow rate of the liquid through Infuset™ Flow Control Extension Sets and 
the predicates in real-world situations is derived from the force applied to the 
liquid, environmental factors, patient’s physiological conditions, and viscosity of 
the fluid.   
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Test results for each target rate are highly concentrated around the mean, as 
demonstrated by the low relative standard deviation (%RSD).  This indicates a 
high level of precision for these devices – an equivalent level of precision as seen 
with the Infuset™ Flow Control Extension Sets.  The varying magnitudes of 
difference between test data averages and nominal target values are noted; 
however, the reason is not known why published RMS Precision Tissue Set target 
values do not consistently align with empirical results. 

It can be seen that the two devices both provide comparable flow rate control with 
equivalent high levels of precision, and therefore can be considered substantially 
equivalent in providing flow control to the Freedom 60 infusion system. 

It is understood that flow rates can be affected by ambient temperature and patient 
conditions.  The above flow rates were determined at controlled room temperature 
(20°C - 23°C) without any patient sets or additional tubing downstream of the 
Infuset™ Flow Control Extension Sets, and are intended to be used as starting 
points to determine the flow rate for individual patient, as determined by a 
healthcare professional. 

Testing also concluded that the design of the Infuset™ Flow Control Extension 
Sets effectively interface with the Freedom 60 pump and compatible syringe in 
the same manner as the predicate RMS Precision Flow Rate Tubing Sets. 

Additional studies were performed that verify the ability of the Infuset™ Flow 
Control Extension Sets to withstand pressures up to 25 psi.  This level of pressure 
resistance is in compliance with ISO 8536-8, Infusion equipment for medical use - 
Infusion equipment for use with pressure infusion apparatus, and exceeds the 
claimed pressure of 15 psi provided by the Freedom 60 to provide a wide margin 
of safety. 

The results of bench tests demonstrate the substantial equivalence of performance 
of the Infuset™ Flow Control Extension Sets to that of the predicate when used as 
indicated.  Testing procedures and reports and record of other validation activities 
are provided in Appendix D. 

Sterilization 

Infuset™ Flow Control Extension Sets are ETO sterilized to a sterility assurance 
level (SAL) of 10-6 in accordance with ISO 11135-1 standard, whereas the 
predicate flow rate controller set achieves necessary sterility levels via radiation. 

See Appendix C for additional information regarding the validated ETO 
sterilization process for Infuset™ Flow Control Extension Sets. 
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Conclusion 

The information presented above, derived from Infuset™ Flow Control Extension Sets 
material and finished product specifications, validation testing of various Infuset 
configurations and its components demonstrate that Infuset™ Flow Control Extension 
Sets are essentially equivalent in function, safety, performance, intended use, 
technology/principles and mechanical properties to the predicate. 

Identified differences between the Infuset™ Flow Control Extension Sets and the 
predicate have been sufficiently evaluated and risks mitigated.  Therefore, Infuset™ Flow 
Control Extension Sets do not raise any new issues of safety or effectiveness when 
compared to the predicate, and can be considered essentially equivalent. 
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Section 13:  Proposed Labeling 

The Instructions for Use, Product Labeling, and other proposed labeling is contained in 
Appendix A. 
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Total surface area calculations were performed by EMED  
for determination of the ratio of sample to extraction 

fluid.  Calculations and images are presented in Figure 15-1 below. 

Figure 15-1: 

Testing Results 

Biocompatibility test results indicate that the finished devices conform to ISO 10993-
1:2009  and ASTM 756.  Additionally, the LAL endotoxins test results fall under the 
limit established in USP <161> for transfusion and infusion assemblies (0.5 EU/mL or 20 
EU/device). Therefore, Infuset™ Flow Control Extension Sets can be considered 
biocompatible and non-pyrogenic. 

Tests and test results are summarized in Table 15-2 below.   

  

(b)(4) 

(b)(4) 

(b)(4) 
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Section 16:  Software 
The EMED Infuset™ Flow Control Extension Set does not include software and 
therefore this section is not applicable. 
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Section 17: Electromagnetic Compatibility and Electrical Safety 
The EMED Infuset™ Flow Control Extension Set does not include any electrical 
components or elements and therefore this section is not applicable. 
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Section 19: Performance Testing – Animal 
No animal testing was performed in support of this notification. 
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Section 20:  Performance Testing – Clinical 
No clinical testing was performed in support of this notification. 
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



Page 1 of 2 

K140133 Additional Information Request Response (3/11/14) 

(b)(4) Deficiencies

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



Page 2 of 2 

(b)(4) Deficiencies

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



Appendix 1, Page 1 

Appendix 1:  Updated 510k Sections 

 
This appendix contains the updated Section 5, 510k Summary and Section 12-1, 
Substantial Equivalence Discussion. 
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Section 5.  510(k) Summary  

K Number _____________________________ 

Submission Date:   January 16, 2014 

General Information 

 Classification   Class II 
  
 Trade Name   Infuset™ Flow Control Extension Set 
  

Common Name:   I.V. Flow Controller 

Classification Name and Reference:  

Intravascular Administration Set 

21 CFR §880.5440 

Submitter   Peter Kollings 
     EMED Technologies Corporation 

1264 Hawks Flight Ct., Ste. 200 
     El Dorado Hills, Ca  95762 
      Tel: 916.932.0071 x114 
      Fax: 916.932.0074 
Intended Use 
Infuset™ Flow Control Extension Sets are intended for use with the RMS Freedom 60 
Syringe Infusion Pump System  to provide flow rate control to administer fluids from a 
container to a patient's vascular system. 

Predicate Device(s)  
Freedom 60 Syringe Infusion Pump System (K933652) 

Device Description 
EMED Infuset™ Flow Control Extension Sets are disposable devices allowing users to 
obtain a controlled and precise rate of fluid flow when used with the RMS Freedom 60 
Syringe Infusion Pump System. 

Each Infuset™ Flow Control Extension Sets consist of a given length of medium-density 
PVC tubing and rigid PVC standard luer lock connectors.  Robust componentry and 
bonding techniques allow the Infuset™ Flow Control Extension Sets to withstand fluid 
pressures up to 25 psi.  These sets can be physically connected to fluid sources 
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Discussion 

Indications for Use Statement 

The indications for use of the Infuset™ Flow Control Extension Sets and the 
predicate are essentially identical 

Materials 

The materials that compose each Infuset™ Flow Control Extension Set were 
identified for their durability, performance, and biocompatibility characteristics. 
The PVC tubing selected is widely used for medical device applications, and is 
equivalent to that of the predicate. The materials used in the Infuset™ Flow 
Control Extension Sets are the same as those used in the predicate. 

Biocompatibility of the Infuset™ Flow Control Extension Sets conform to ISO 
10993 based on intended applications (see Section 15 and Appendix D) and 
material safety data is available for the Infuset™ Flow Control Extension Set 
components (see Appendix F).   

Design 

The size and weight of the Infuset™ Flow Control Extension Sets and predicate 
are comparable.  Infuset™ Flow Control Extension Sets are intended to be 
manufactured in several configurations to achieve flow control targets.  The 
lengths of these configurations range from 7.5 cm to 59 cm.  The predicates range 
in length from 34.3 – 100 cm, depending on the configuration and intended flow 
rate.  Residual volumes of the two devices are similar and differences are can be 
attributed to differences in inner fluid path dimensions.  

Table 12-2 below graphically identifies equivalent components in each Infuset™ 
Flow Control Extension Set and RMS Flow Rate Tubing Set.  Following the table 
is a description of each including physical design, functional operation, and 
interface requirements.  
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locks connectors to assure leakage and strength requirements are achieved, per 
ISO 8536-8. 

Related testing and validation activities are provided in Appendix D. 
(C) Slide Clamp – The Infuset™ Flow Control Extension Sets are designed with a 

slide clamp to stop flow, as does the predicate.  The predicate relies upon a 
separate label to indicate the product code, whereas the Infuset™ Flow 
Control Extension Set product code is printed directly onto the slide clamp, as 
demonstrated in Diagram 12-1 below: 

Diagram 12-1 

 

Any differences in design between the Infuset™ Flow Control Extension Sets and 
the predicate are not significant in relation to the intended uses of the devices, and 
do not impact safety, efficacy, or usability of the Infuset™ Flow Control 
Extension Sets.   

Principle of Action 

Both the Infuset™ Flow Control Extension Sets and the predicate flow rate 
controllers rely on the length and cross-sectional area of the fluid path to control 
the flow rate.  Both devices rely upon the flow controlling properties inherent to 
the static fluid path dimensions dictated by the tubing length and inner diameter to 
provide a precise, controlled flow rate.  This follows the Poiseuille equation in 
that pressure, length of fluid path, diameter of fluid path, and viscosity of a fluid 
in a system directly influence resultant flow rates of that fluid. 

The principle by which both devices achieve flow control is identical in that both 
rely upon physical dimensions of their fluid paths to control the flow of fluid. 

The net flow rate of the liquid through Infuset™ Flow Control Extension Sets and 
the predicates in real-world situations is derived from the force applied to the 
liquid, environmental factors, patient’s physiological conditions, and viscosity of 
the fluid.   
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Test results for each target rate are highly concentrated around the mean, as 
demonstrated by the low relative standard deviation (%RSD).  This indicates a 
high level of precision for these devices – an equivalent level of precision as seen 
with the Infuset™ Flow Control Extension Sets.  The varying magnitudes of 
difference between test data averages and nominal target values are noted; 
however, the reason is not known why published RMS Precision Tissue Set target 
values do not consistently align with empirical results. 

It can be seen that the two devices both provide comparable flow rate control with 
equivalent high levels of precision, and therefore can be considered substantially 
equivalent in providing flow control to the Freedom 60 infusion system. 

It is understood that flow rates can be affected by ambient temperature and patient 
conditions.  The above flow rates were determined at controlled room temperature 
(20°C - 23°C) without any patient sets or additional tubing downstream of the 
Infuset™ Flow Control Extension Sets, and are intended to be used as starting 
points to determine the flow rate for individual patient, as determined by a 
healthcare professional. 

Testing also concluded that the design of the Infuset™ Flow Control Extension 
Sets effectively interface with the Freedom 60 pump and compatible syringe in 
the same manner as the predicate RMS Precision Flow Rate Tubing Sets. 

Additional studies were performed that verify the ability of the Infuset™ Flow 
Control Extension Sets to withstand pressures up to 25 psi.  This level of pressure 
resistance is in compliance with ISO 8536-8, Infusion equipment for medical use - 
Infusion equipment for use with pressure infusion apparatus, and exceeds the 
claimed pressure of 15 psi provided by the Freedom 60 to provide a wide margin 
of safety. 

The results of bench tests demonstrate the substantial equivalence of performance 
of the Infuset™ Flow Control Extension Sets to that of the predicate when used as 
indicated.  Testing procedures and reports and record of other validation activities 
are provided in Appendix D. 

Sterilization 

Infuset™ Flow Control Extension Sets are ETO sterilized to a sterility assurance 
level (SAL) of 10-6 in accordance with ISO 11135-1 standard, whereas the 
predicate flow rate controller set achieves necessary sterility levels via radiation. 

See Appendix C for additional information regarding the validated ETO 
sterilization process for Infuset™ Flow Control Extension Sets. 

Records processed under FOIA Request # 2015-8342; Released by CDRH on 02-22-2016

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



 

Section 12, Page 7 

Conclusion 

The information presented above, derived from Infuset™ Flow Control Extension Sets 
material and finished product specifications, validation testing of various Infuset 
configurations and its components demonstrate that Infuset™ Flow Control Extension 
Sets are essentially equivalent in function, safety, performance, intended use, 
technology/principles and mechanical properties to the predicate. 

Identified differences between the Infuset™ Flow Control Extension Sets and the 
predicate have been sufficiently evaluated and risks mitigated.  Therefore, Infuset™ Flow 
Control Extension Sets do not raise any new issues of safety or effectiveness when 
compared to the predicate, and can be considered essentially equivalent. 
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Appendix 2:  Extractables Testing 

 

This appendix contains the Infuset Extractables and Toxicity Risk Assessment and 

associated complete study reports for extractables testing.  Included in the report is risk 

assessment of the identified residues as related to the intended use of the Infuset™ Flow 

Control Extension Set. 
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