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SUB-Q Subcutaneous Tissue Infusion Set 
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 El Dorado Hills, Ca 95762 

 Phone: 916.632.0071 x114 

 Fax:  916.932.0074 
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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

  02-Jan-2014

Form FDA 3601 (01/2007)

"Close Window" Print Cover sheet

Page 1 of 1Site: null

1/2/2014https://userfees.fda.gov/OA HTML/mdufmaCScdCfgItemsPopup.jsp?ordnum=6073069
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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:  SUB-Q Subcutaneous Tissue Infuset Set 

Indications for Use: SUB-Q Subcutaneous Tissue Infuset Set is intended 
to provide subcutaneous infusion of medicine from 
an external infusion pump or syringe. 

. 

 

 

 

 

 

 

 

 

 

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 14, 2014 

General Information 

 Classification   Class II 

 Trade Name   SUB-Q Subcutaneous Tissue Infusion   
     Set 

 Common Name:   I.V. Administration Set 

Classification Name and Reference:  
Intravascular Administration Set 
21 CFR §880.5440 

Product Code and Class FPA, Class II 

Predicate Device Evans SUB-Q Subcutaneous Tissue Infusion Set 
(K020530) 

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 

Purpose of Submission 
This submission is intended to provide notification of modifications to our current legally 
marketed SUB-Q Subcutaneous Tissue Infusion Set device cleared under K020530.  
These modifications are the result of variations to the original device, resulting in a 
selection of infusion sets intended to satisfy individual user needs.  Label changes are to 
reflect current corporate identity of the SUB-Q Subcutaneous Tissue Infusion Set. 

Device Description 
The EMED SUB-Q Subcutaneous Tissue Infusion Set (SUB-Q Set) device consists of a 
sterile packaged kit including the infusion set and an adhesive dressing to hold the device 
in place.  Each infusion set has a luer lock at one end and a 90 degree 24g or 27g needle 
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mounted to a standard or closing wing-stabilizer at the distal end of one or more lumens.  
Each lumen is connected by lengths of tubing and a number connectors, depending on 
configuration.  The luer lock is used to connect to the infusion source.  The needles are 
treated with medical grade silicone for ease of insertion into the skin.  The device is for 
single use. 

Intended Use 
The SUB-Q Set is intended to provide subcutaneous infusion of medicine from an 
external infusion pump or syringe. 

This is the same intended use as previously cleared for the Evans SUB-Q Subcutaneous 
Tissue Infusion Set (K020530). 

Technological Characteristics 
The EMED SUB-Q Set has the same intended use as previously cleared for the predicate 
device (K020530).   

The EMED SUB-Q Set incorporates the core design, same operating principle, and same 
materials as the predicate product (see K020530).   

The EMED SUB-Q Set is assembled at the same facility as the predicate, under the same 
manufacturing processes as the predicate, and are tested against the same performance 
and batch release criteria as the predicate.   

The EMED SUB-Q Set is packaged in the same manner using the same packaging 
materials and process as the predicate product (see K020530).   

The EMED SUB-Q Sets are be sterilized to a sterility assurance level (SAL) of 10-6 using 
the same validated process as the predicate, and have the same specified storage 
conditions and 5 year shelf-life as the predicate (see K020530). 

The EMED SUB-Q Set contains the following modifications to the predicate device 
(K020530): 

- Various numbers of lumens were made available as configuration options.   
- PVC bi-furcator and tri-furcator tubing connectors were added to the design to 

create from 2 to 6 lumens. 
- 24g needle was made an available configuration option, with a corresponding 

change to tubing diameter. 
- Needles received application of medical grade silicone lubricant to aid in insertion 

and increase patient comfort and satisfaction. 
- Various needle lengths were made available configuration options 

- Various tubing length variations were made available as configuration options. 
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Section 7:  Class III Summary and Certifications 

The EMED SUB-Q Subcutaneous Tissue Infuset 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 10:  Device Description and Substantial Equivalence 

Device Description 
The EMED SUB-Q Subcutaneous Tissue Set (SUB-Q Set) device consists of a sterile 
packaged kit including the infusion set and an adhesive dressing to hold the device in 
place.   
Each infusion set has a rigid PVC luer lock at one end and a 90 degree 24g or 27g 
stainless steel needle mounted to a PVC wing-stabilizer at the distal end of one or more 
lumens.  The wing-stabilizer is provided in either standard or closing variations based on 
the specified SUB-Q Set configuration. 
SUB-Q Sets are configured to provide from 1 to 6 lumens, with each lumen created 
through lengths of tubing and a number connectors, depending on configuration.  
Multiple lumens are created through incorporation of biconnectors or triconnectors into 
the design.  For example, use of a single bi-connector would provide two resulting 
lumens with needles at the end of each, while use of a combination of two biconnectors 
and two triconnectors provide a total of 6 lumens.  See Diagram 10-1 below for 
examples. 

Diagram 10-1 
(b)(4) 
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The SUB-Q set is a single use device that will be provided sterile.  The SUB-Q Sets will 
be sterilized to a sterility assurance level (SAL) of 10-6 in compliance with ISO 11135 
requirements.  The validated sterilization process utilizes the overkill approach to ETO 
sterilization (ISO 11135-1, Annex B). 

Substantial Equivalence Discussion 
The indications for use have not changed as a result of the modifications discussed in this 
submission.  The EMED SUB-Q Set has the same intended use as previously cleared for 
the predicate device (K020530).   

The EMED SUB-Q Set incorporates the core design, same operating principle, and same 
materials as the predicate product (see K020530).   

The EMED SUB-Q Set is assembled at the same facility as the predicate, under the same 
manufacturing processes as the predicate, and are tested against the same performance 
and batch release criteria as the predicate.   

The EMED SUB-Q Set is packaged in the same manner using the same packaging 
materials and process as the predicate product (see K020530).   

The EMED SUB-Q Sets are be sterilized to a sterility assurance level (SAL) of 10-6 using 
the same validated process as the predicate, and have the same specified storage 
conditions and 5 year shelf-life as the predicate (see K020530). 

A presentation of select characteristics of the EMED SUB-Q Set as compared to the 
predicate (K020530) is provided in Table 10-2 below to demonstrate additional 
similarities as well as minor modifications.  A discussion of relevant points and 
conclusions follows. 
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liquid subcutaneously.  The minor modifications and additions to the physical design 
of the predicate are identified and discussed below: 

Number of lumens – The EMED SUB-Q Set provide from 1 to 6 lumens using 
biconnectors and triconnectors.  The increased number of lumens provides 
prescribers and patients with several administration set configurations to best 
meet each individuals therapeutic need without relying upon the use of additional 
extension sets.  The minor modification of adding additional lumens to the 
predicate design does not impact the indications for use or the fundamental design 
of the predicate. 

PVC biconector and triconnector tubing connectors – The EMED SUB-Q Set 
provide from 1 to 6 lumens using biconnectors and triconnectors.  A biconnector 
and triconnector can be used to divide the fluid path of a single lumen into 2 or 3 
lumens, with various combinations of biconnectors and triconnectors used to 
achieve desired number of lumens. 

Tubing is bonded to a connector using the same bonding agent as used to connect 
the tubing to the luer lock.  The connectors do not adversely impact delivery of 
the infused fluid as their effective internal ID is equivalent to that of the tubing.   

Biconnectors and triconnectors are made from  
Rigid PVC.  Natural latex rubber is not used in the manufacture or assembly of 
these two products.  The raw materials used for these two products do not contain 
DEHP, nor is it used in their manufacture or assembly.  These components are 
made from materials widely used in the medical device industry for infusion sets, 
and their use does not impact label statements made regarding DEHP or use of 
natural latex rubber in their manufacture.  See Appendix B, Specifications and 
MSDS for additional detail. 

The minor modification of adding additional PVC connectors to the predicate 
design does not impact the indications for use or the fundamental design of the 
predicate. 

24g needle – The 24g needle was selected to provide prescribers and patients an 
alternative to the 27g needle found in the predicate that would allow for increased 
infusion rates for more viscous liquid medicines.  SUB-Q sets with the 24g 
configuration and the corresponding tubing diameter also provide users with 
increased flow rates as compared to the 27g for the same given solution.  The 
minor modification of adding an industry standard needle gauge does not impact 
the indications for use or the fundamental design of the predicate. 

(b)(4) 

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 10, Page 7 

Increased Tubing ID – This design modification was necessary to accommodate 
the slightly larger outer diameter of the 24g needle option discussed above.  The 
material, manufacturing, handling, and assembly of EMED SUB-Q Sets with 24g 
needles and corresponding tubing are identical to that of the predicate, and 
therefore do not impact the indications for use or the fundamental design of the 
predicate. 

Needle lengths – Various needle lengths are provided to accommodate anatomic 
variations of patients and allow patients flexibility in selecting infusion sites 
and/or infusion site rotations.  The material, manufacturing, handling, and 
assembly of EMED SUB-Q Sets across all needle length configurations are 
identical to that of the predicate, and therefore do not impact the indications for 
use or the fundamental design of the predicate. 

Tubing lengths – Various tubing lengths are provided to accommodate customer 
and user preferences.  The material, manufacturing, handling, and assembly of 
EMED SUB-Q Sets across all tubing length configurations are identical to that of 
the predicate, and therefore do not impact the indications for use or the 
fundamental design of the predicate. 

Proprietary stabilizer wing closure mechanism –  

Open end slide clamps – Addition of the open end slide clamp was in response to 
customer requests for a means to stop flow to a single lumen while flow to 
remaining lumens can continue.  Flow control sets, infusion pumps, and other 
infusion apparatus typically have the means to stop all flow to the SUB-Q Set, but 
cannot selectively stop flow to a single site.  Open end slide clamps of this type or 
used throughout industry to allow the user to stop flow through a soft-walled tube.  
This user requirement was evaluated and determined to providing the patient 
valuable control over their therapy without impacting the indications for use or 
the fundamental design of the predicate. 

(b)(4) 

(b)(4) 
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Dow Corning 360 polydimethylsiloxane –  This is hydrophobic lubricant for 
medical devices used due to its good stability over a broad range of temperatures, 
tolerance of ETO sterilization cycles, low toxicity/skin sensitization, and excellent 
lubricating characteristics.  The target application of this silicone fluid is for 
lubrication and siliconization of glass, plastics, rubbers, and metals.  The 
application of Medical grade liquid silicone to hypodermic needles to provide 
lubricity and aid in insertion is a common practice in industry.  The minor 
modification of applying medical grade liquid silicone to SUB-Q Sets needles 
does not impact the indications for use or the fundamental design of the predicate. 

Risk Analysis performed on the SUB-Q Set regarding the above minor 
modifications is discussed in Section 12, Risk Analysis and Design Controls. 

Conclusion 
The basic design, fundamental scientific technology, indications for use, materials, 
sterilization, and packaging are not impacted by modifications discussed in this section, 
and remain identical between the EMED SUB-Q Set and the predicate devices 
Based on the above information, the EMED SUB-Q Sets are substantially equivalent to 
the commercially available predicate device in terms of function, safety, performance, 
intended use, technology/principles and mechanical properties.  Any differences between 
the EMED SUB-Q Set and the predicate do not raise any new issues of safety or 
effectiveness. 
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Section 11:  Proposed Labeling 

Changes to the predicate labeling are to reflect the additional available configurations and 
minor design modifications of the EMED SUB-Q Tissue Infusion Sets, and to be 
consistent with the current EMED corporate identity (colors, logos, address, etc.)  

The indications for use for the SUB-Q Tissue Infusion Sets have not changed as a result 
of the modifications described in this submission.  Examples of proposed labeling 
reflecting such modifications are contained in Appendix A. 
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Section 12:  Risk Analysis and Design Controls 
Impact of the minor modifications made to the predicate described in section 010, Device 
Description and Substantial Equivalence were carefully evaluated to assess and mitigate 
potential safety and effectiveness concerns regarding the device.  Risk Analysis of SUB-
Q Tissue Infusion Sets with the modifications was performed per EMED internal 
procedures in line with FMEA analysis techniques described in ISO 14971.  

The minor modifications made to the predicate relating to changes to physical dimensions 
such as length, inner diameter, and outer diameter and addition of non-fluid path 
contacting accessories, were evaluated and found to present insignificant additional risk 
to the user when compared to the predicate.  

These minor modifications presented insignificant impact to manufacturing and assembly 
as well, in that critical assembly steps (assembly of tubing and connectors, validated UV-
bonding, packaging, validated ETO sterilization) are the same as used in the assembly of 
the predicate and will remain unchanged. 

The same Final Product Test methods and acceptance criteria applied to the predicate will 
be applied to each finished lot of the EMED SUB-Q products prior to commercial 
release.  This ensures that the finished product incorporating the minor modifications will 
provide the same performance as the predicate.  Finished Product Testing includes 
evaluation of leakage, occlusion, and visual defects from a random sample of production 
units.  Sample sizes and acceptance criteria for each test attribute  

 and are based on total lot size and criticality of the attribute. 

Based on the insignificant impact to the overall manufacturing process, use of established 
and validated assembly and processing steps, and comprehensive Finished Product 
Release testing, it was established that additional validation activities were not warranted. 

Introduction of bi-connectors and tri-connectors into the SUB-Q design did not introduce 
increased risk due to the materials and bonding agents being equivalent to those used in 
the predicate, and therefore does not affect the general technical characteristics of the 
product or its intended use.  As stated above, the same UV- bonding, assembly, 
packaging, sterilization, and Finished Product testing processes associated with the 
predicate will be applied to the EMED SUB-Q Tissue Infusion sets, thus ensuring the 
minor modification of adding the biconnector and triconnectors to the design results in 
devices of the same quality and performance as the predicate.  The materials and design 
of the biconnectors and triconnectors are further discussed in Section 10, Device 
Description and Substantial Equivalence. 
  

(b)(4) 

(b)(4) 
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The addition of Dow Corning 360 medical grade liquid silicone was established as a safe 
and effective needle lubricant used throughout industry, as supported by material 
information sheets and material safety data (see Appendix B).   Development tests were 
performed that confirmed production-equivalent application of the silicone lubricant 
consistently provided decreased penetration force for needle insertion. With the 
information provided by the supplier and that found in published and public literature, 
sufficient evidence was available to establish that the addition of Dow Corning 360 
silicone lubricant to the predicate design is a minor modification that performs as 
intended and poses insignificant risk to the user as compared to the predicate. 
 

Conclusion 
Design control and risk management activities were performed to evaluate the minor 
modifications to the predicate, to establish the residual risk related to the modifications, 
and perform any necessary actions to decrease residual risk to acceptable levels.  These 
actions resulted in a design that is substantially equivalent to the commercially available 
predicate device in terms of function, safety, performance, intended use, 
technology/principles and mechanical properties.  Any differences between the EMED 
SUB-Q Tissue Infusion Set and the predicate do not raise any new issues of safety or 
effectiveness. 
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Appendix A:  Instructions for Use and Labeling 

 
This appendix contains the following: 

- Exhibit 1:  ER-0064, SUB-400 pouch (representative example)  
- Exhibit 2:  AS-0010003, SUB-Q IFU 
- Exhibit 3:  ER-0014, SUB-400 inner box label (representative example) 
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Appendix A:  Indications for Use Form 

 
This appendix contains the completed FORM FDA 3881, Indications for Use for the 
SUB-Q Subcutaneous Tissue Infusion Set. 
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FORM FDA 3881 (1/14) Page 1 of 1 PSC Publishing Services (301) 443 6740       EF

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Administration

Indications for Use
510(k) Number (if known)

Device Name

Form Approved: OMB No. 0910-0120
Expiration Date: January 31, 2017
See PRA Statement below.

K140131

SUB-Q Subcutaneous Tissue Infuset Set

Indications for Use (Describe)
SUB-Q Subcutaneous Tissue Infusion Set is intended to provide subcutaneous infusion of medicine from an external 
infusion pump or syringe.

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) 

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

PLEASE DO NOT WRITE BELOW THIS LINE – 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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Appendix B:  Instructions for Use and Labeling 

 
This appendix contains the following: 

- Exhibit 1:  ER-0064, SUB-400 pouch artwork (representative example)  
- Exhibit 2:  AS-0010003, SUB-Q IFU 
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Appendix C:  Design Control Activities Summary 

 
This appendix contains the revised Section 12, Risk Analysis and Design Controls for the 
SUB-Q Subcutaneous Tissue Infusion Set. 
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Section 12:  Risk Analysis and Design Controls 
Impact of the minor modifications made to the predicate described in section 10, Device 
Description and Substantial Equivalence, were carefully evaluated to assess and mitigate 
potential safety and effectiveness concerns regarding the device.  Risk Analysis of SUB-
Q Tissue Infusion Sets with the modifications was performed per EMED internal 
procedures in line with FMEA analysis techniques described in ISO 14971.   

The minor modifications made to the predicate relating to changes to physical dimensions 
such as length, inner diameter, and outer diameter and addition of non-fluid path 
contacting accessories, were evaluated and found to present insignificant additional risk 
to the user when compared to the predicate.  

These minor modifications presented insignificant impact to manufacturing and assembly 
as well, in that critical assembly steps (assembly of tubing and connectors, validated UV-
bonding, packaging, validated ETO sterilization) are the same as used in the assembly of 
the predicate and will remain unchanged. 

The same Final Product Test methods and acceptance criteria applied to the predicate will 
be applied to each finished lot of the EMED SUB-Q products prior to commercial 
release.  This ensures that the finished product incorporating the minor modifications will 
provide the same performance as the predicate.  Finished Product Testing includes 
evaluation of leakage, occlusion, and visual defects from a random sample of production 
units.  Sample sizes and acceptance criteria for each test attribute are  

and are based on total lot size and criticality of the attribute. 

Introduction of biconnectors and triconnectors into the SUB-Q design did not introduce 
increased risk due to the materials and bonding agents being equivalent to those used in 
the predicate, and therefore does not affect the general technical characteristics of the 
product or its intended use.  As stated above, the same UV- bonding, assembly, 
packaging, sterilization, and Finished Product testing processes associated with the 
predicate will be applied to the EMED SUB-Q Tissue Infusion sets, thus ensuring the 
minor modification of adding the biconnector and triconnectors to the design results in 
devices of the same quality and performance as the predicate.  The materials and design 
of the biconnectors and triconnectors are further discussed in Section 10, Device 
Description and Substantial Equivalence. 

The addition of Dow Corning 360 medical grade liquid silicone was established as a safe 
and effective needle lubricant used throughout industry, as supported by material 
information sheets and material safety data (see Appendix B).   Development tests were 
performed that confirmed production-equivalent application of the silicone lubricant 
consistently provided decreased penetration force for needle insertion. With the 
information provided by the supplier and that found in published and public literature, 

(b)(4) 

(b)(4) 

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



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




