
Traditional 510k Summary 
 
General Information        Date: 4/29/2015 
 
1. Applicant  Genadyne Biotechnologies, Inc. 

16 Midland Ave, 
Hicksville, NY 11801 
(t) 516.487.8787 
(f) 516.977-8974 
 

2. Contact Person  Mr. Chien-Ming GOH (Andrew) 
Vice President 
Genadyne Biotechnologies Inc. 
16 Midland Ave,  
Hicksville, NY 11801 
(t) 516.217.0101 
(f) 516.977.8974 
 

3. Trade Name  Genadyne XLR8 White Foam Dressing Kit 
(Ref:PVA-FOAM1) 
 

4. Common Name  Foam Dressing  
 
 

5. Classification Name  Negative Pressure Wound Therapy Powered 
Suction Pump and Accessories 
 
 

6. Regulation Number  21 CFR 878.4780 
 

7. Product Code  OMP 
 

8. Class in which Device has 
been placed 

 Class II 
 
 

9. Panel 
 

 General & Plastic Surgery 

10. Reason for Premarket 
Notification 
 

 New Device 
 

11. Identification of Legally 
Marketed Device Which We 
Can Claim Substantial 
Equivalence (Predicate 
Device) 
 

 A4-XLR8 Foam Dressing K092992  
 

12. Brief Description of Device  The Genadyne XLR8 White Foam Kit consists of a 
XLR8 Port, XLR8 Transparent Film and a XLR8 
White Foam. Each component are packaged, 
sealed and sterilized individually and then bagged 

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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

dxk
Typewritten Text
K142646  Page 1 of 4



into a kit.  
 
 

13. Indications for use 
[21 CFR 807.92(a)(5)] 
 

 Genadyne XLR8 White Foam Dressing Kit is 
intended to be used in conjunction with the 
Genadyne A4-XLR8 Wound Vacuum System 
(K090638) to deliver negative pressure wound 
therapy to the wound. Genadyne A4-XLR8 Wound 
Vacuum System is indicated for patients who would 
benefit from a suction device particularly as the 
device may promote wound healing by the removal 
of excess exudates, infectious material and tissue 
debris.  
 
XLR8 White Foam Dressing is appropriate for use 
on the following wounds: 
 

• Pressure ulcers 
• Diabetic/Neuropathic Ulcers 
• Venous insufficiency Ulcers 
• Traumatic wounds 
• Post-operative and dehisced surgical 

wounds 
• Skin flap and grafts 

 
The Genadyne XLR8 White Foam Dressing Kit is a 
Rx only device. 

 
14. Technological Characteristics 
  

No.  Foam Port Tubing Film 
1. Materials 

Used: 
Polyvinyl Alcohol 
Dressing 

Silicone Polyurethane 

2. Size: 20 cm x 15 cm x 1 cm 
15 cm x 10 cm x 1 cm 
7.5 cm x 10 cm x 1 cm 
 

31 inches 26 x 30 cm 

  
 
 Table of Comparison to Predicate Devices: 

 
 Predicate New 
Parameters Genadyne 

A4-XLR8 Foam Dressing 
Genadyne 

XLR8 White Foam Dressing Kit 
510(k) Number K092992 TBD 
Indications for Use Genadyne A4-XLR8 Foam Dressing is 

intended to be used in conjunction with 
the Genadyne A4 Wound Vacuum 
System (K082676) to deliver negative 
pressure wound therapy to the wound. 

Genadyne XLR8 White Foam Dressing 
Kit is intended to be used in conjunction 
with the Genadyne A4-XLR8 Wound 
Vacuum System (K090638) to deliver 
negative pressure wound therapy to the 
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Genadyne A4 Wound Vacuum System is 
indicated for patients who would benefit 
from a suction device, particularly as the 
device may promote wound healing by 
the removal of excess exudates, 
infectious material and tissue debris. 
 
A4-XLR8 Foam Dressing is appropriate 
for use on the following 
wounds:Pressure ulcers 

• Diabetic/Neuropathic Ulcers 
• Venous insufficiency ulcers 
• Traumatic wounds 
• Post-operative and dehisced 

surgical wounds 
• Skin flap and graft 

wound. Genadyne A4-XLR8 Wound 
Vacuum System is indicated for patients 
who would benefit from a suction device 
particularly as the device may promote 
wound healing by the removal of excess 
exudates, infectious material and tissue 
debris.  
 
XLR8 White Foam Dressing is 
appropriate for use on the following 
wounds: 

• Pressure ulcers 
• Diabetic/Neuropathic Ulcers 
• Venous insufficiency ulcers 
• Traumatic wounds 
• Post-operative and dehisced 

surgical wounds 
• Skin flap and grafts 

 
 

Foam Dressing 
Material 

Flexible Polyether and Polyester 
Polyurethane Foam 

Polyvinyl Alcohol Dressing 

Hydrophobic Yes Yes 
Sizes: 7.5 cm X 10 cm x 3.3cm 

12.5 cm x 18 cm x 3.3 cm 
15 cm x 26 cm x 3.3 cm 

20 cm x 15 cm x 1 cm 
15 cm x 10 cm x 1 cm 
7.5 cm x 10 cm x 1 cm 

For use with Negative 
Pressure Wound 
Therapy Systems 

Yes  Yes 

Sterile Yes Yes 
Sterilization Method EO Gamma Radiation for White Foam, EO 

for Silicone Port and Transparent Film 
Kit Content Silicone Tubing 

Transparent Adhesive Film 
Silicone Port 

Transparent Adhesive Film 
 

15. Summary of Non clinical Tests 

Device Tests Rationale 
XLR8 White Foam 
Kit 
 
 
 
 

ISO 10993-5 
L929 Neutral Red 
Uptake 
Cytotoxicity Test 

Based on the criteria of the protocol and the ISO 
10993-5 Guidelines, the test article meets the 
requirements of the tests and s not considered to 
have a cytotoxic effect.  

ISO 10993-10 
Kligman 
Maximization Test 

Based on the defined scoring system of Kligman, 
this is a Grade 1 reaction and the test article is 
classified as having weak allergenic potential. A 
Grade 1 sensitization rate is not considered 
significant and the test article meets the 
requirements of the ISO 10993-10 guidelines.  

ISO 10993-10 
Intracutaneous 
Injection Test 

The test article sites did not show a significantly 
greater biological reaction than the sites injected 
with the control article. Based on the criteria of the 
protocol, the test article meets the requirements 
of the ISO 10993-10 guidelines.  

Bench Tests for 
Performance 

Results from the bench test shows that the 
dressing kit components are all compatible and 
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Evaluation performs up to the acceptability criteria.  
Stability Test Stability tests was performed on our foams and 

components with 2 year accelerated aging and 
continuous real time. Devices has passed and met 
all expectations of the stability tests in terms of 
bioburden, packaging, seal integrity and 
performance.  

 
 

16. Conclusion & 
Determination of 
Substantial Equivalence 

 Based on the information presented above, it is 
concluded that the XLR8 White Foam Dressing Kit is 
substantially equivalent to the predicate devices and is 
safe and effective to be used together with a negative 
pressure wound therapy device.  
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Center – WO66-G609
Silver Spring, MD  20993-0002

April 30, 2015

Genadyne Biotechnologies Incorporated
Mr. Chien-Ming (Andrew) Goh
Vice President
16 Midland Avenue
Hicksville, New York 11801

Re: K142646
Trade/Device Name: Genadyne XLR8 White Foam Dressing Kit
Regulation Number: 21 CFR 878.4780
Regulation Name: Powered suction pump
Regulatory Class: Class II
Product Code: OMP
Dated:  March 27, 2015
Received:  March 30, 2015

Dear Mr. Goh:

We have reviewed your Section 510(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act.  The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration.  Please note:  CDRH does not evaluate information related to contract liability 
warranties.  We remind you; however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it 
may be subject to additional controls.  Existing major regulations affecting your device can be 
found in the Code of Federal Regulations, Title 21, Parts 800 to 898.  In addition, FDA may 
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies.  You must 
comply with all the Act’s requirements, including, but not limited to: registration and listing (21 
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical 
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Page 2 – Mr. Chien-Ming Goh

device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set 
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please 
contact the Division of Industry and Consumer Education at its toll-free number (800) 638-2041
or (301) 796-7100 or at its Internet address 
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm. Also, please note 
the regulation entitled, Misbranding by reference to premarket notification (21CFR Part 
807.97).  For questions regarding the reporting of adverse events under the MDR regulation (21 
CFR Part 803), please go to 
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office 
of Surveillance and Biometrics/Division of Postmarket Surveillance.  

You may obtain other general information on your responsibilities under the Act from the 
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301) 
796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely yours,

for Binita S. Ashar, M.D., M.B.A., F.A.C.S.
Director
Division of Surgical Devices 
Office of Device Evaluation 
Center for Devices and

Radiological Health

Enclosure

 

 

David Krause -S
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FORM FDA 3881 (8/14) Page 1 of 1 PSC Publishing Services (301) 443-6740       EF

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Administration

Indications for Use

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

510(k) Number (if known)
K142646

Device Name
Genadyne XLR8 White Foam Dressing Kit

Indications for Use (Describe)
Genadyne XLR8 White Foam Dressing Kit is intended to be used in conjunction with the Genadyne A4-XLR8 Wound 
Vacuum System (K090638) to deliver negative pressure wound therapy to the wound. Genadyne A4-XLR8 Wound 
Vacuum System is indicated for patients who would benefit from a suction device particularly as the device may promote 
wound healing by the removal of excess exudates, infectious material and tissue debris.  
 
XLR8 White Foam Dressing is appropriate for use on the following wounds: 
 
• Pressure ulcers 
• Diabetic/Neuropathic Ulcers 
• Venous insufficiency Ulcers 
• Traumatic wounds 
• Post-operative and dehisced surgical wounds 
• Skin flap and grafts

Type of Use (Select one or both, as applicable)

Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C) 

CONTINUE ON A SEPARATE PAGE IF NEEDED. 

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

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete  
and review the collection of information. Send comments regarding this burden estimate or any other aspect  
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

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

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Drawing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Drawing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Drawing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b) (4)

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(
b
)
(
4
)
P
r
o
p
r
i
e
t
a
r
y 
I
n
f
o
r
m
a
t
i
o
n
-
T
e
s
t
i
n
g

(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)
(4)Proprietar
y Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information

(b)(4)Proprietary Information
Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary InformationRecords processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)
(4)Proprietary 
Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



  

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



 

 

 

 

Attachment 1-A 

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



  

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



 

 

 

 

Attachment 2 – A 

 

 

 

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



     
    INDICATIONS FOR USE  

 
 
 
 
 
510(k) Number (if known):   
 
Device Name:  Genadyne XLR8 White Foam Dressing Kit 
 
 
Indications For Use: 
 
Genadyne XLR8 White Foam Dressing Kit is intended to be used in conjunction 
with the Genadyne A4 Wound Vacuum System (K082676) as well as the 
Genadyne A4-XLR8 Wound Vacuum System (K090638) to deliver negative 
pressure to the wound. Genadyne A4 & A4-XLR8 Wound Vacuum System is 
indicated for patients who would benefit from a suction device particularly as the 
device ma promote wound healing by the removal of excess exudates, infectious 
material and tissue debris.  
 
XLR8 White Foam Dressing is appropriate for use on the following wounds: 
 

• Pressure ulcers 
• Diabetic/Neuropathic Ulcers 
• Venous insufficiency Ulcers 
• Traumatic wounds 
• Post-operative and dehisced surgical wounds 
• Skin flap and grafts 

 
Prescription Use ___X__    Over-The Counter Use_____ 
(Per 21 CFR 801 Subpart D) OR (21 CFR 807 Subpart C) 
         
 
 
 
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER 
PAGE IF NEEDED) 
 
 
  
Concurrence of CDRH, Office of Device Evaluation (ODE) 

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



 

 

 

 

Attachment 3-A

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Product Specs

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



 

 

 

 

Attachment 3-B 

 

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Validation

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Validation

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Validation

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Validation

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Validation

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Validation

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Validation

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Validation

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Validation

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Validation

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Validation

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Validation

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Validation

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Validation

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Validation

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Validation

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Validation

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Validation

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Validation

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Validation

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Validation

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Validation

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Validation

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Validation

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Validation

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Validation

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Validation

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Validation

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



 

 

 

 

 

 

 

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



 

 

Attachment 4-A 

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Instruction for Use 
Negative Pressure Wound Therapy 
White Foam Dressing Kit 

 
Indications for Use 
GENADYNE XLR8 White Foam Dressing Kit is 
intended to be used in conjunction with the 
Genadyne A4-XLR8 Wound Vacuum System as 
a wound filler. Genadyne A4-XLR8 Wound 
Vacuum System is indicated for patients who 
would benefit from a suction device, 
particularly as the device may promote wound 
healing. 

Genadyne XLR8 White Foam Dressing is 
appropriate for use on the following wounds: 
• Pressure Ulcers 
• Diabetic/Neuropathic Ulcers 
• Venous Insufficiency Ulcers 
• Traumatic Wounds 
• Post-operative and Dehisced Surgical 
Wounds 
• Skin Flap and Grafts 

 

 

(b)(4)Proprietary Information

(b)(4)Proprietary InformationRecords processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



 
 
 
 
 

(b)(4)Proprietary Information Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



 

 

 

Attachment 5-A 

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information-Testing

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 
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Instruction for Use 
Negative Pressure Wound Therapy 
White Foam Dressing Kit 

 
Indications for Use 
GENADYNE XLR8 White Foam Dressing Kit is 
intended to be used in conjunction with the 
Genadyne A4-XLR8 Wound Vacuum System as 
a wound filler. Genadyne A4-XLR8 Wound 
Vacuum System is indicated for patients who 
would benefit from a suction device, 
particularly as the device may promote wound 
healing. 

Genadyne XLR8 White Foam Dressing is 
appropriate for use on the following wounds: 
• Pressure Ulcers 
• Diabetic/Neuropathic Ulcers 
• Venous Insufficiency Ulcers 
• Traumatic Wounds 
• Post-operative and Dehisced Surgical 
Wounds 
• Skin Flap and Grafts 

(b)(4)Proprietary Information
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Traditional 510k Summary 
 
General Information        Date: July 10, 2014 
 
1. Applicant  Genadyne Biotechnologies, Inc. 

16 Midland Ave, 
Hicksville, NY 11801 
(t) 516.487.8787 
(f) 516.977-8974 
 

2. Contact Person  Mr. Chien-Ming GOH (Andrew) 
Vice President 
Genadyne Biotechnologies Inc. 
16 Midland Ave,  
Hicksville, NY 11801 
(t) 516.217.0101 
(f) 516.977.8974 
 

3. Trade Name  Genadyne XLR8 White Foam Dressing Kit 
(Ref:PVA-FOAM1) 
 

4. Common Name  Foam Dressing  
 
 

5. Classification Name  Negative Pressure Wound Therapy Powered 
Suction Pump and Accessories 
 
 

6. Regulation Number  21 CFR 878.4780 
 

7. Product Code  OMP 
 

8. Class in which Device has 
been placed 

 Class II 
 
 

9. Panel 
 

 General & Plastic Surgery 

10. Reason for Premarket 
Notification 
 

 New Device 
 

11. Identification of Legally 
Marketed Device Which We 
Can Claim Substantial 
Equivalence (Predicate 
Device) 
 

 A4-XLR8 Foam Dressing K092992 &  
A4-XLR8 Wound Vacuum System K090638 

12. Brief Description of Device  The Genadyne XLR8 White Foam Kit consists of a 
XLR8 Port, XLR8 Transparent Film and a XLR8 
White Foam. Each component are packaged, 
sealed and sterilized individually and then bagged 
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into a kit.  
 
 

13. Indications for use 
[21 CFR 807.92(a)(5)] 
 

 Genadyne XLR8 White Foam Dressing Kit is 
intended to be used in conjunction with the 
Genadyne Wound Vacuum System to deliver 
negative pressure to the wound. Genadyne Wound 
Vacuum System is indicated for patients who would 
benefit from a suction device particularly as the 
device may promote wound healing by the 
removal of excess exudates, infectious 
material and tissue debris.  
 
XLR8 White Foam Dressing is appropriate for use 
on the following wounds: 
 

• Pressure ulcers 
• Diabetic/Neuropathic Ulcers 
• Venous insufficiency Ulcers 
• Traumatic wounds 
• Post-operative and dehisced surgical 

wounds 
• Skin flap and grafts 

 
14. Technological Characteristics 
  

No.  Foam Port Tubing Film 
1. Materials 

Used: 
Polyvinyl Alcohol 
Dressing 

Silicone Polyurethane 

2. Size: 20 cm x 15 cm x 1 cm 
15 cm x 10 cm x 1 cm 
7.5 cm x 10 cm x 1 cm 
 

31 inches 26 x 30 cm 

  
 
 Table of Comparison to Predicate Devices: 

 
 Predicate New 
Parameters Genadyne 

A4-XLR8 Foam Dressing 
Genadyne 

XLR8 White Foam Dressing Kit 
510(k) Number K092992 TBD 
Indications for Use Genadyne A4-XLR8 Foam Dressing 

Kits are intended to be used in 
conjunction with the Genadyne Wound 
Vacuum System to deliver negative 
pressure to the wound. Genadyne 
Wound Vacuum System is indicated for 
patients who would benefit from a 
suction device particularly as the device 
may promote wound healing by the 

Genadyne XLR8 White Foam Dressing 
Kits are intended to be used in 
conjunction with the Genadyne Wound 
Vacuum to deliver negative pressure to 
the wound. Genadyne Wound Vacuum 
System is indicated for patients who 
would benefit from a suction device 
particularly as the device may promote 
wound healing by the removal of excess 
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removal of excess exudates, infectious 
material and tissue debris. 
 
A4-XLR8 Foam Dressing is appropriate 
for use on the following wounds: 

• Pressure ulcers 
• Diabetic/Neuropathic Ulcers 
• Venous insufficiency ulcers 
• Traumatic wounds 
• Post-operative and dehisced 

surgical wounds 
• Skin flap and grafts 
• Undermining and tunneling 

wounds 

exudates, infectious material and tissue 
debris. 
 
XLR8 White Foam Dressing is 
appropriate for use on the following 
wounds: 

• Pressure ulcers 
• Diabetic/Neuropathic Ulcers 
• Venous insufficiency ulcers 
• Traumatic wounds 
• Post-operative and dehisced 

surgical wounds 
• Skin flap and grafts 
• Undermining and tunneling 

wounds 
Foam Dressing 
Material 

Flexible Polyether and Polyester 
Polyurethane Foam 

Polyvinyl Alcohol Dressing 

Hydrophobic Yes Yes 
Sizes: 7.5 cm X 10 cm x 3.3cm 

12.5 cm x 18 cm x 3.3 cm 
15 cm x 26 cm x 3.3 cm 

20 cm x 15 cm x 1 cm 
15 cm x 10 cm x 1 cm 
7.5 cm x 10 cm x 1 cm 

For use with Negative 
Pressure Wound 
Therapy Systems 

Yes  Yes 

Sterile Yes Yes 
Sterilization Method EO R for White Foam, EO for Silicone Port 

and Transparent Film 
Kit Content Silicone Tubing 

Transparent Adhesive Film 
Silicone Port 

Transparent Adhesive Film 
 

15. Summary of Non clinical Tests 

Device Tests Rationale 
XLR8 White Foam 
Kit 
 
 
 
 

ISO 10993-5 
L929 Neutral Red 
Uptake 
Cytotoxicity Test 

Based on the criteria of the protocol and the ISO 
10993-5 Guidelines, the test article meets the 
requirements of the tests and s not considered to 
have a cytotoxic effect.  

ISO 10993-10 
Kligman 
Maximization Test 

Based on the defined scoring system of Kligman, 
this is a Grade 1 reaction and the test article is 
classified as having weak allergenic potential. A 
Grade 1 sensitization rate is not considered 
significant and the test article meets the 
requirements of the ISO 10993-10 guidelines.  

ISO 10993-10 
Intracutaneous 
Injection Test 

The test article sites did not show a significantly 
greater biological reaction than the sites injected 
with the control article. Based on the criteria of the 
protocol, the test article meets the requirements 
of the ISO 10993-10 guidelines.  

Bench Tests for 
Performance 
Evaluation 

Results from the bench test shows that the 
dressing kit components are all compatible and 
performs up to the acceptability criteria.  

Stability Test Stability tests was performed on our foams and 
components with 2 year accelerated aging and 
continuous real time. Devices has passed and met 
all expectations of the stability tests in terms of 
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bioburden, packaging, seal integrity and 
performance.  

 
 

16. Conclusion & 
Determination of 
Substantial Equivalence 

 Based on the information presented above, it is 
concluded that the XLR8 White Foam Dressing Kit is 
substantially equivalent to the predicate devices and is 
safe and effective to be used together with a negative 
pressure wound therapy device.  
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From: Nielsen, Joseph A. (CDRH)
To: Dugard, Christopher
Subject: RE: K142646 sponsor interaction
Date: Monday, April 13, 2015 8:19:15 AM

Thanks Joe
 
From: Dugard, Christopher 
Sent: Friday, April 10, 2015 4:06 PM
To: Nielsen, Joseph A. (CDRH)
Subject: K142646 sponsor interaction
 
 
Hi Joe,

Chris
 
 
 
Dear Mr. Goh,
 

(b) (5)

(b) (5)

(b) (5)
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Regards,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding
the customer service you have received: https://www.research.net/s/cdrhcustomerservice?
O=400&D=480&B=485&E=&S=E
 
 

(b) (5)
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From: Andrew Goh
To: Dugard, Christopher
Cc: Preston Liu
Subject: Re: K142646 
Date: Thursday, April 23, 2015 5:30:02 PM

Regards,

Andrew Goh

On Apr 23, 2015, at 17:29, Dugard, Christopher <Christopher.Dugard@fda.hhs.gov> wrote:

Hi Andrew,

Thanks,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the
customer service you have received: https://www.research.net/s/cdrhcustomerservice?
O=400&D=480&B=485&E=&S=E
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Thursday, April 23, 2015 4:49 PM
To: Dugard, Christopher
Cc: Preston Liu
Subject: RE: K142646 request for additional information
 
Christopher,

Thanks.
 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801

 

<!--[if !vml]--><!--[endif]-->
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www.genadyne.com andrew@genadyne.com USA
 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose

or  use the contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this

email  or  attachments after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and

attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Thursday, April 23, 2015 1:31 PM
To: Andrew Goh
Cc: Preston Liu
Subject: RE: K142646 
 
Hi Mr. Goh,
 

Thanks,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the
customer service you have received: https://www.research.net/s/cdrhcustomerservice?
O=400&D=480&B=485&E=&S=E
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Wednesday, April 22, 2015 11:16 AM
To: Dugard, Christopher
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
 

.
 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

<!--[if !vml]--><!--[endif]-->

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose

or  use the contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this

email  or  attachments after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.
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Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and

attachments.

 

From: Andrew Goh 
Sent: Wednesday, April 22, 2015 11:16 AM
To: 'Dugard, Christopher'
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
Importance: High
 
Hi Christopher,

Thanks!
 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

<!--[if !vml]--><!--[endif]-->
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or  use the contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this

email  or  attachments after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and

attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Tuesday, April 21, 2015 3:59 PM
To: Andrew Goh
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
 
Mr. Goh,

Regards,

(b)(4)Proprietary 
Information
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Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the
customer service you have received: https://www.research.net/s/cdrhcustomerservice?
O=400&D=480&B=485&E=&S=E
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Friday, April 17, 2015 4:36 PM
To: Dugard, Christopher
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
Importance: High
 
Christopher,

 
 
Thanks.
 
 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
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From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Friday, April 17, 2015 3:23 PM
To: Andrew Goh
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
 
Mr. Goh,
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Thank you and have a nice weekend,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the
customer service you have received: https://www.research.net/s/cdrhcustomerservice?
O=400&D=480&B=485&E=&S=E
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Thursday, April 16, 2015 12:18 PM
To: Dugard, Christopher
Cc: Preston Liu
Subject: RE: K142646 
 
Hi Christopher,

 

(b) (5)
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Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
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or  use the contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this

email  or  attachments after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and
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To: Andrew Goh
Cc: Nielsen, Joseph A. (CDRH)
Subject: K142646 
 
Dear Mr. Goh,
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Regards,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the
customer service you have received: https://www.research.net/s/cdrhcustomerservice?
O=400&D=480&B=485&E=&S=E
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Hi Christopher,
 

 
 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
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after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and attachments.
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Instruction for Use


Negative Pressure Wound Therapy White Foam Dressing Kit





Indications for Use


GENADYNE XLR8 White Foam Dressing Kit is


intended to be used in conjunction with the Genadyne A4-XLR8 Wound Vacuum System as a wound filler. Genadyne A4-XLR8 Wound Vacuum System is indicated for patients who would benefit from a suction device, particularly as the device may promote wound healing.


Genadyne XLR8 White Foam Dressing is appropriate for use on the following wounds:


· Pressure Ulcers


· Diabetic/Neuropathic Ulcers


· Venous Insufficiency Ulcers


· Traumatic Wounds


· Post-operative and Dehisced Surgical


Wounds


· Skin Flap and Grafts


Contraindications


The use of GENADYNE XLR8 White Foam is contraindicated for:


· Untreated osteomyelitis


· Exposed arteries, veins, organs or nerves


· Necrotic tissue with eschar present


· Malignancy in wound 


· Non-enteric and unexplored fistulas


· Anastomic sites


Warnings


Patients must be closely monitored for bleeding, suffering from wounds in close proximity to blood vessels or delicate fascia.


1. . If sudden or increased bleeding is observed, immediately discontinue therapy, take appropriate measures to stop bleeding and contact the treating clinician.


2. Patients suffering from difficult hemostasis or who are receiving anticoagulant therapy have an increased risk of bleeding. During therapy, avoid using hemostatic products that may increase the risk of bleeding.


3. Sharp edges or bone fragments in a wound


must be covered or removed prior to using the GENADYNE NPWT system due to risk of puncturing organs or blood vessels while under negative pressure.


4. Do not tightly pack or force foam into any


areas of the wound.


5. Do not use GENADYNE NPWT System on


exposed blood vessels or organs.


6. Do not place foam into blind or unexplored


tunnels.


7. In the event defibrillation is required,


disconnect the device from the wound dressing prior to defibrillation. Remove the wound dressing if it will interfere with defibrillation.


8. The GENADYNE A4-XLR8 pump is not MRI or


CT compatible. Do not bring GENADYNE A4- XLR8 pump into the MRI suite or scanner range.


9. When operating, transporting, repairing or


disposing of GENADYNE NPWT system and its


accessories, the risk of infectious liquids being aspirated or contamination of the pump assembly through incorrect use cannot be eliminated. Universal precautions should be observed whenever working with potentially contaminated parts or equipment.


10. The device has not been studied on pediatric patients. Patient size and weight should be considered when prescribing this device.


11. GENADYNE NPWT System is unsuitable for use in areas where there is danger of explosion (e.g., hyperbaric oxygen unit).


Precautions


1. Precautions should be taken for patients


who are or may be:


· Receiving anticoagulant therapy or platelet aggregation inhibitors, or have weakened blood vessels or organs.


· Untreated for malnutrition.


· Noncompliant or combative.


2. The use of negative pressure presents a risk of tissue ingrowth into the foam. Tissue ingrowth may be reduced by reducing therapy pressure, using a wound contact layer or by increasing the frequency of dressing changes.


3. GENADYNE NPWT System should remain on in the CONSTANT mode for the duration of the treatment. There may be situations when the patient needs to be disconnected from the GENADYNE NPWT pump, for example for activities of daily living and diagnostic testing. If the patient needs to be disconnected the tubing should be clamped and the ends of the tubing protected. How long patients may be disconnected from the vacuum pump is a clinical decision based on individual characteristics of the patient and the wound. Factors to be considered would include; amount of drainage, location of the wound, integrity of the dressing seal, assessment of bacterial burden in the wound and patient’s risk of infection.


4. As a condition of use, this device should only


be used by qualified and authorized personnel. The user must have the necessary knowledge of the specific medical application for which GENADYNE NPWT System is being used.


5. If the device has been at temperatures below freezing, the device must be brought to room temperature prior to use or the pumping unit may be damaged.


6. Ensure that tubing is installed completely


and without any kinks to avoid leaks or blockages in the suction circuit.


7. Position the device and tubing appropriately to avoid the risks of causing a trip hazard and of the patient lying on the tubing.


8. When bathing/showering, the patient must


clamp off the tubing and disconnect from the device.


9. 
Check the overflow protection/bacteria filter and replace as necessary or minimum of weekly with each canister change.


10. Underlying structures, such as tendons, ligaments and nerves should be covered with natural tissue or a non-adherent dressing layer prior to applying the foam dressing.


11. The suction level should never be painful. If


the patient reports discomfort with the suction level, consider reducing the pressure.


12. Always use the smallest canister volume possible – do not use the 800cc canister on patients with a high risk of bleeding.


13. Maintain regular monitoring of the device and wound site during therapy to ensure therapeutic treatment and patient comfort.


14. If any liquids penetrate the pump,


discontinue use and return to your authorized provider for service.


15. Upon dressing changes, ensure that all pieces of foam are removed from the wound.


16. As with all adhesive products apply and remove the dressing carefully from sensitive or fragile skin to avoid skin stripping, especially after frequent dressing changes.


17. Do not use if packaging is breached or


damaged.





Please consult and follow all instructions as per the A4-XLR8 Wound Vacuum System user manual for device usage. 


Manual is provided together with the machine. In the event that there is no manual present, please contact Genadyne at +1-877-487-8787 or visit our website at www.genadyne.com to download a manual. 





Dressing Application





Use clean or sterile techniques for application depending on institutional protocol.


Step 1 Debride any necrotic/eschar tissue if necessary. Cleanse wound bed and pat dry per protocol.


· Thorough wound cleansing should occur with


each dressing change.


Step 2 Apply the skin sealant to the periwound


area if necessary (optional step).


· Protect the periwound from exposure to moisture and adhesive.


Skin sealant is a separate product that can only be purchased separately. 


Step 3 Cut the foam dressing to fit the size and shape of the wound and place into the wound cavity. Foam should fill the wound cavity and it may be necessary to stack pieces of foam in deep wounds. A non-adherent dressing may be applied to the wound prior to placing the foam into the wound bed if required. • WARNING: Foam should be cut to fit loosely into wound bed. Do not tightly pack or force foam into any areas of the wound. • Do not cut the foam directly over the wound bed to avoid foam fragments from falling into the wound. Rub the edges of the foam to remove any loose fragments after cutting. • If multiple pieces of foam are needed to cover the wound bed, count and record how many foam pieces are present. • If a tunnel exists, cut the foam longer than the tunnel to ensure that contact  is made with the foam in the primary wound bed/cavity. WARNING: Do not place foam into blind or unexplored tunnels.


Step 4 Cover foam with transparent film. Film should extend at least 5.1cm beyond wound margin to facilitate adequate seal.


· Film should be securely anchored to periwound area to maintain an air tight seal. Step 5 Punch a small hole (with a diameter of


2.5mm) in the center of film over the foam.


· The hole will be the insertion point for the


suction port. It should be central to the wound area to keep the drain from resting on the wound edge.


Step 6 Apply the port tubing on top of the hole.


Step 7 Turn on the pump and check that the seal is secure around the drain. Finished dressing should be firm to the touch. If there is concern of the tube creating pressure on the wound margins, utilize bridging technique.

















Dressing Changes


Dressings should be changed every 24 hours after first application. When removing the tubing, ensure that the clips on both the canister and drain tubing are clamped to prevent excess exudates coming out of the tubing. Ensure the same number of foam pieces that were placed in the wound  has been removed. In the event of heavy drainage, drainage with sediment or infected wounds, more frequent dressing changes may be needed. Infected wounds may require more frequent dressing changes. Check dressings regularly and monitor the wound to check for signs of infection.


[bookmark: _GoBack]If there are any signs of systemic infection or advancing infection at the wound site, contact the treating clinician immediately.





If Dressing Adheres to Wound


After powering the device down, apply normal saline into the wound dressing and let it set for 15-30 minutes before gently removing the foam. Please refer to the User Guide supplied with your Genadyne Biotechnologies GENADYNE NPWT system for additional information.


Dispose of the dressing in accordance with local guidelines.
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MATERIAL SAFETY DATA SHEET 
 



Section 1 Product & Company Information 



Product Name: PU25T  
Product Description: A polyurethane film with adhesive  
 
Date: October 3, 2011 



Section 2 Composition & Ingredients 



A polyurethane based film on a poly carrier, coated with a medical grade acrylic adhesive protected with 
a single-sided poly release liner.   
 
An acrylic adhesive is coated from a solvent solution.  Product may contain trace residual amounts of:  
Ethyl Acetate   CAS 141-78-6  F, Xi R6 R11, R36, R66 
Isopropanol   CAS 67-63-0  F, Xi, R11, R36, R67 
n-Heptane   CAS 142-82-5  N, F, Xn, Xi, R50, R53, R11, R65, R67, R38 
Toluene    CAS 108-88-3  F, Xn, R11, R20 



Section 3 Hazard Identification 



Overview: The product is safe for use under all normal and intended circumstances. 
Health Effects: Contact with eyes may cause minor irritation or redness.  Contact with skin should not be 
irritating for use as intended.   



Section 4 First Aid Measures 



Eyes: Treat as any foreign matter.   
Skin: If skin irritation develops, discontinue use of the product and consult a physician if discomfort 
continues. 
Inhalation: N/A 
Ingestion: N/A 



Section 5 Fire Fighting Measures 



Extinguishing Media: Water, dry chemical or foam 
Fire Fighting Procedures: Standard firefighting procedures  
Unusual Fire & Explosion Hazards: Irritating or toxic substances can be released in case of fire.  Protect 
product from flames of any kind; maintain proper clearance when using heat devices, etc. 



Section 6 Accidental Release Measures 



Procedures for Spill / Leak Cleanup: Dispose according to local regulations. 



Section 7 Handling & Storage 



Precautions for Safe Handling: None required 
Conditions for Safe Storage: Store in a cool, dry environment.  Keep away from moisture.  Avoid 
extreme heat and strong oxidizing agents. 
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Section 8 Exposure Controls & Personal Protection 



Exposure Limit Values: Trace residual solvents may be present:  
Ethyl acetate   ACGIH-TWA: 400 ppm 
Isopropanol   ACGIH-STEL: 500 ppm 
   ACGIH-TWA: 400 ppm 
n-Heptane  ACGIH-STEL: 500 ppm 
   ACGIH-TWA: 400 ppm 
Toluene    ACGIH-TWA: 50 ppm 
   (Skin) 



Household Settings: None under normal use 
Non-Household Settings: None under normal use 



Section 9 Physical & Chemical Properties 
General: Natural, a mild acrylic odor film with a clear adhesive protected by poly liners 
Boiling Point: N/A 
Melting Point: N/A 



Section 10 Stability & Reactivity 
Stability: Stable 
Conditions & Materials to Avoid: None 



Section 11 Toxicological Information 



Chronic Effects: None 
Target Organs: No evidence of irritation or sensitization during human patch testing on skin 
Carcinogenic Effects: None 



Section 12 Ecological Information 



Ecotoxicity / Environmental Fate: None known or expected from this product as furnished 



Section 13 Disposal Information 



Disposal should comply with all appropriate regulations and environmental considerations. 
Household Settings: Normal disposal procedures 
Non-Household Settings: Normal disposal procedures 



Section 14 Transportation Information 



Not classified as hazardous under transport regulations 



Section 15 Additional Regulatory Information 



Not hazardous product 



Section 16 Other Information 



Disclaimer: This MSDS is based on our best knowledge of the health and safety hazard information of 
the product as of the date above.  If the product is combined with other materials or contaminated, it 
may pose hazards not covered above.  It is intended for users with knowledge to evaluate their 
conditions of use and apply any appropriate protective measures deemed necessary.  The company 
makes no warranties and assumes no liability in connection with any use of this information since the 
conditions of use are outside the company’s control. 
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MATERIAL SAFETY DATA SHEET  
 



-------------------------------------------------------------------------------------------------------- 
SECTION I - PRODUCT IDENTIFICATION 
-------------------------------------------------------------------------------------------------------- 
Product Name: Silicone wound drain  
-------------------------------------------------------------------------------------------------------- 
SECTION II - HAZARDOUS INGREDIENTS  
-------------------------------------------------------------------------------------------------------- 
Not applicable  
 
-------------------------------------------------------------------------------------------------------- 
SECTION III - PHYSICAL DATA  
-------------------------------------------------------------------------------------------------------- 
Form: Cured silicone 



Density: Various, from 1.0 to 1.2  
 
-------------------------------------------------------------------------------------------------------- 
SECTION IV - FIRE AND EXPLOSION HAZARD DATA  
-------------------------------------------------------------------------------------------------------- 
Extinguishing Media:  
        water stream, spray, or fog                         Flash Point: >400 F 
        dry chemical foam                          Decomposes at about 600 F  
Unusual Fire and Explosion Hazards:  
       Burning produces toxic gases, intense heat, and dense liquids. smoke.  
Special Firefighting Procedures:  
Wear self contained breathing apparatus and full turn-out Once ignited, flexible 
polyurethane  
foam can burn rapidly, generating great heat and dangerous and potentially toxic gases 
that can 
 be harmful or fatal to people if hailed in sufficient quantifies.  
 
-------------------------------------------------------------------------------------------------------- 
SECTION V - HEALTH HAZARD DATA  
-------------------------------------------------------------------------------------------------------- 
Effects of Overdose: Product is essentially inert unless burned or- heated to the fuming 
point, in which case the fumes should be' considered  toxic. 
 Primary Route off Entry: Inhalation of fumes.  
Animal studies indicate that chronic overexposure to the dusts may cause inflammation 
of the lungs, fibrosis and airway obstruction.  
Emergency and First Aid Procedure: If overcome by fumes, remove to fresh air and if 
necessary, administer oxygen. If breathing has stopped, apply CPR techniques until the 
Rescue Squad can transport to the hospital.  
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-------------------------------------------------------------------------------------------------------- 
SECTION VI - REACTIVITY DATA  
-------------------------------------------------------------------------------------------------------- 
Cured silicone components are stable and unreactive. 
Conditions to Avoid: n/a 
 
-------------------------------------------------------------------------------------------------------- 
SECTION VII - SPILL OR. LEAK PROCEDURES 
-------------------------------------------------------------------------------------------------------- 
Steps to be Taken for Clean Up: Pick up, sweep up, vacuum up as with any inert 
flammable solid.  
Waste disposal : Conform to local, state, and Federal. regulations  
 
-------------------------------------------------------------------------------------------------------- 
SECTION VIII- SAFE HANDLING AND USE INFORMATION 
-------------------------------------------------------------------------------------------------------- 
Respiratory Protection: No special protection unless fumes or dust is involved. 
Ventilation:None required under normal conditions.  
Protective Gloves : None required.  
Eye Protection: None required.  
 
-------------------------------------------------------------------------------------------------------- 
SECTION IX - SPECIAL PRECAUTIONS  
-------------------------------------------------------------------------------------------------------- 
Do not expose polyurethane foam to welding, smoking materials, naked lights, open 
flames, space heaters, burning operations, other ignition sources, or other heat or 
flames. 



Once ignited, polyurethane will burn rapidly, releasing great heat and consuming 
oxygen at a high rate in an enclosed space. Deficiency of oxygen will present a danger 
of suffocation to occupants. Hazardous gases and smoke released by the burning foam 
can be incapacitating or fatal to human beings if inhaled.  
Precautions to be Taken in Handling and Storage: Maintain adequate sprinkler 
protection where large volumes of product are kept; ie., warehouse, fabrication areas, 
storage rooms,etc. See your fire insurance carrier for specific recommendations.  
 
-------------------------------------------------------------------------------------------------------- 
The information supplied herein is presented in good faith and believed to he accurate 
to the best knowledge  
However,since conditions of use are beyond our control, we make no warranties,  
expressed or implied as to the use of this information for the fitness of this product  for a 
particular purpose.  
-------------------------------------------------------------------------------------------------------- 
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MATERIAL SAFETY DATA SHEET 
 



SECTION 1-GENERAL 
 
Trade name: PVA white foam 
COMPOSITION / INFORMATION ON INGREDIENT 
CHEMICAL CHARACTERISTICS OF PRODUCT: cross-linked polyvinyl alcohol.  
SUBSTANCES PRESENTING A HEALTH HAZARD WITHIN THE MEANING OF GUIDE-LINES: No. 
 
SECTION 2-HAZARDOUS 
 
Harmfulness is very low, without stimulation for human body, but can cause mechanical damage. 
The combustion or pyrolysis products can cause respiratory stimulus, the foam material is non-toxic itself. 
 
Hazardous Components (Specific Chemical Identity: Common Name(s) : 
None. 
 
SENCTION 3- PHYSICAL  
 
Boiling Point: N/A             Specific Gravity (H2O=1): N/A 
Vapor Pressure (mmHg): N/A    Melting Point: N/A 
Vapor Density (AIR=1): N/A     Evaporation Rate (Butyl Acetate=1): N/A 
Solubility in Water: Insoluble     Density: 0.02 g/cm3~0.2 g/cm3 
Appearance and Odor: solid, essentially odorless 
 
SENCTION 4- Fire and EXPLOSION HAZARD DATA 
 
Flash Point (Method Used):  
Flammable Limits: N/A           LEL: N/A         UEL: N/A 
Extinguishing Media: Water, Carbon Dioxide and Dry Power 
Special Fire fighting Procedures: Use Self-contained breathing Equipment 
Usual Fire and Explosion Hazards: Combustion of foam can produce hazardous gases 
 
SECTION 5- REACTIVITY DATA 
 
Stability: Stable 
Conditions to avoid: Strong acids, alkalis and oxidizing agents will deteriorate foam material properties 
Incompatibility (Materials to avoid): The foam should avoid contacting with camphor and organic solvent. Strong 
oxidizing agents, strong alkalis or acids. 
Hazardous Decomposition or Byproducts: Combustion of foam material may produce carbon monoxide, oxides of 
nitrogen, hydrogen halide, oxides of phosphorus, traces of isocyanates and hydrogen cyanide 
Hazardous Polymerization: May not occur. 
 
 











SECTION 6- HEALTH HAZARD DATA 
 
Routes of Entry: Inhalation - NO   Skin - Yes   Ingestion - Yes 
Health Hazards (Acute and Chronic): Foam material is essentially non-toxic and non-allergenic in normal usage. It is 
recommended that oral ingestion of this product be avoided. Vapors may be produced if product is exposed to high 
Temperatures of open flames, which may irritate the eyes, nasal passages of lungs, Dust generated by processing 
may be irritating. 
 
Carcinogenicity: None. 
Signs and Symptoms of Exposure: None Know. Dust may cause mechanical irritation of the eyes. 
Medical Conditions Generally Aggravated by Exposure: None Known 
 
Emergency and First Aid Procedures: N/A. 
 
Provide a copy of the MSDS to the Physician 
 
SECTION 7-PRECAUTIONS FOR SAFE HANDLING AND USE 



Steps to be taken in Case Material is Released or Spilled: Sweep up or collect spilled material. Collect for disposal or 
recycling, the foam is slippery, can not be directly dropped on the floor in case of slipping. 



 
Waste Disposal Method: Dispose of in compliance with Federal, State and Local regulations. Both cutting scrap and 
post consumer scrap may be recycled under some circumstances. 
 
Precautions to Be Taken in Handling and Storing: Foam material is combustible. Foam material should be stored and 
handled away from open flames or abnormally high temperatures. 
 
SECTION 8- CONTROL MEASURE 
 
Respiratory Protection: Respiratory protection not normally required. If warranted, respirators and usage must 
conform to 29CFR1910.134 requirements. 
 
Ventilation: Local Exhaust: Required if foam material is processed under melting or flaming conditions. 
 
Mechanical: Yes 
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INDICATIONS FOR USE




510(k) Number (if known): 



Device Name:
 Genadyne XLR8 White Foam Dressing Kit


Indications For Use:



Genadyne XLR8 White Foam Dressing Kit is intended to be used in conjunction with the Genadyne A4-XLR8 Wound Vacuum System (K090638) to deliver negative pressure to the wound. Genadyne A4-XLR8 Wound Vacuum System is indicated for patients who would benefit from a suction device particularly as the device ma promote wound healing by the removal of excess exudates, infectious material and tissue debris. 



XLR8 White Foam Dressing is appropriate for use on the following wounds:



· Pressure ulcers



· Diabetic/Neuropathic Ulcers



· Venous insufficiency Ulcers



· Traumatic wounds



· Post-operative and dehisced surgical wounds



· Skin flap and grafts


Prescription Use ___X__



Over-The Counter Use_____



(Per 21 CFR 801 Subpart D)
OR
(21 CFR 807 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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Genadyne Stability Studies Summary





			No.


			Type of Test


			Acceptability Criteria


			Results


			Rationale


			Data Location





			1


			Accelerated Aging


			Pass peel test, bubble test, ship test, and sterility test


			All results of the required tests have passed, which validates the aging tests which was performed. 


			Results from the peel, bubble, ship and sterility tests all meet the acceptability criteria. 


			012_Attachment_C_Shelf_Life_Report.pdf








			2


			Peel Test


			>1lbs per inch as a guidance acceptability criteria


			Average of 1.6417 lbs per inch based on samples that have gone through 2 year accelerated aging. 


			The result demonstrates that the data obtained meets the acceptance criteria for the peel test.


			012_Attachment_C_Shelf_Life_Report.pdf


Page 6


Page 41 (Raw Data)





			3


			Bubble Test


			No bubbles in the pouch before and after ship test


			No bubbles found in any packages on samples that have gone through 2 year accelerated aging. 


			The result demonstrates that there was no leak in the package seal, therefore maintaining its seal integrity of the package. 


			012_Attachment_C_Shelf_Life_Report.pdf


Page 9


Page 174 – 178 (Raw Data)





			4


			Ship Test


			Package and product not damaged


			Ship test results are based on 2 things, product functionality and bubble test after shipping. 


All the products were in good condition and did not fail functionality test. 


Package passed bubble test as there were no leaks in the packages. 


			After ship test, the product was still functioning and in working condition, no issues were observed. 


Packaging did not display leak, which was verified by the bubble test. 


			012_Attachment_C_Shelf_Life_Report.pdf


Page 10


Page 188 – 190 (Raw Data)





			5


			Sterility Test


			Package with minimal degradation (Log Reduction Value method)


			Based on ASTM F1608, there is currently no acceptance criteria defined in the standard. Therefore, a most educated judgement was made based on the results in the log reduction value. 


The data shows that after accelerated aging for 2 years, the log reduction value were found to be in the average range of 4-5. This suggests a 99.99% spores retained. 


			In the table showing the relationship between LRV and the percentage of spores retained, it shows that the LRV value data points to a 99.99% retention of spores. This proves that the product is still sterile and still safe to be used. 


			012_Attachment_C_Shelf_Life_Report.pdf
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1. In your response to deficiency #1b of the original AI letter, you provided a list of components in your device along with what materials they are composed of as well as any added dyes.  However, you did not provide a chemical and safety characterization of these components.  Please provide Certificates of Analysis and Material Safety Data Sheets for each component of your device.  Providing this information will ensure that your device is substantially equivalent in safety by analyzing the quality of the materials in your device and mitigating any potential hazards associated with each component.



· Please find attached MSDS in Q1 folder 



1. In your response to deficiency #3c of the original AI letter, you indicated that each kit is sterilized and packaged individually before being sent out for bioburden testing to validate the sterilization.  However, you do not specify whether the XLR8 WHITE foam kits used for performance testing are the final aged, sterilized subject device. Please verify that the device used in your performance testing is the final aged, sterilized subject device. This information is necessary to ensure the safety of your device.



· The foam kits that we use for performance testing are all final aged and sterilized. The report will state that. Highlighted statement in the updated performance test report. 



1. In your revised Indications for Use, you state that your device is compatible with both the Genadyne A4 Wound Vacuum System (K082676) and the Genadyne A4-XLR8 Wound Vacuum System (K090638). However, your bench performance testing only used the Genadyne A4-XLR8 Wound Vacuum System (K090638). Please also provide complete test reports of performance testing using the Genadyne A4 Wound Vacuum System to verify compatibility of the subject device with this system. This information is necessary to ensure the safe use of your device with its compatible systems.  Alternatively, you may provide justification that this testing is not necessary or revise the indications for use to state that only the A4-XLR8 Wound Vacuum System is compatible. 



· The new indication for use statement has been revised. See Q3 folder attached. 



1. You used a simulated wound bed for performance testing of your device. However, you do not provide details about the design of this wound bed. Please provide a picture and description of your simulated wound bed along with an explanation of how your design represents the wounds in which your device is indicated for use.



· Updated report with highlights of the changes in Q4 folder attached. 



1. In Tests 1 and 2, you only tested your device at one pressure setting. However, it is important to verify that your device meets acceptance criteria at other settings as well. Please provide testing to show that your device meets acceptance criteria at other settings; otherwise, please provide justification for only testing one pressure setting.



· Updated report with highlights of the changes in Q4 folder attached. 





1. You provide acceptance criteria for each performance test provided. However, it is unclear how these specific values were chosen. Please provide justification for your chosen acceptance criteria. This information is important to ensure that your acceptance criteria are acceptable for verifying the safety and effectiveness of your device.



· Updated report with highlights of the changes in Q4 folder attached. 



1. In Test 2, you conducted testing on foam previously used for Test 1 as well as unused foam. It is not clear the clinical relevance of re-using foam. Please provide your rationale for re-using foam in Test 2 that was used for Test 1. Furthermore, you only tested one sample of new foam in Test 2. Please provide testing using at least 3 samples of new foam in your testing for Rate of Fluid Removal. This is important to ensure the repeatability and accuracy of your results.



· Updated report with highlights of the changes in Q4 folder attached. 



1. Deficiency 5 of the AI letter issued on January 1, 2015 requested performance testing of your device that demonstrates the alarm capacity of the Genadyne A4 and A4-XLR8 Wound Vacuum Systems. You did not provide this testing in your response to the deficiency. Please provide this testing in a complete report to the Agency for review. This information is important to ensure the compatibility of your device with the Wound Vacuum Systems specified in your Indications for Use and for the overall safety of your device.



· Updated report with highlights of the changes in Q4 folder attached. 



1. In response to deficiency 6(e)(ii), you stated “A transit test was performed to determine that the acceptance criterion was relevant to the package performance of the device”.  It is unclear what is meant by “transit test” and how it relates to the acceptance criteria for the seal peel test.  Please explain in detail what is meant by “transit test”  and how that test was used to determine acceptance criteria for the seal peel test.  This will help ensure that the testing done was accurate and reliable.  



·  The transit test is the shipping test which was performed in order to ensure that both the product and the package integrity survive the extreme condition which normally occurs during shipping. 

· The acceptance criteria for the bubble, peel and sterility test depends highly on the shipping test because this will ensure that when the product is being shipped to the customer, the package integrity will still remain. 



1. In response to deficiency 6(e)(iii), you state “The Vendor methods, if I understand the question relates to the Nelson Lab methods, which is for the barrier test. They use ASTM F1608-00. I don’t believe they are related to the peel test”.  It is still unclear what is meant by “NASP peel” and “Vendor peel”.  The seal peel report states “Manufacturer seal and NASP seal are reported separately” along with tables on page 5 of the report titled “NASP seal Peel Test Values” and page 6 titled “Vendor Seal Peel Test Values”.  Please clarify what both sets of data represent and how they relate to the seal peel test.  This will help clarify the testing done to ensure the packaging is stable throughout the device’s shelf life.



· After looking in more detail, we finally understand what the confusion was. The NASP peel refer to the seal that was done by NASP. The Vendor peel refers to the seal that was done by the POUCH vendor. 

· The pouch that is purchased by NASP, comes sealed on 3 sides of the pouch, leaving an open end for the NASP to insert the components, and then SEAL it. 

· In order to ensure that all seal are still intact after aging, shipping, and sterilization, NASP performs peel test on all 4 sides of the pouch. 



1. In response to deficiency 6(f), you state “The acceptance criteria was not an absolute number but was ‘minimal degradation’ (or words to that effect) in barrier properties” for the aerosol spore challenge.  This is unclear.  The report states “All test method acceptance criteria were met”, implying that there are specific test criteria.  In addition, no conclusions were discussed in the report.  Please explain in detail the acceptance criteria for the aerosol spore challenge.  Please also provide the full test report.  A full test report includes the objective of the test, description of the test methods and procedures, study endpoint(s), pre-defined pass/fail criteria, results summary, conclusions, and an explanation of how the data generated from the test supports a finding of substantial equivalence.



· [bookmark: _GoBack]See attached summary of the stability tests which includes the acceptance criteria and rationale in Q11 folder.



Regarding your labeling: 



1. In response to deficiency 7(b), you added that applying skin sealant is an optional step.  However, it may still be unclear to the end user that the sealant is a separate product that can only be purchased separately.  Please revise the labeling to better explain that the skin sealant is a separate and optional product.  This will ensure that the device is used properly and safely. 



· See attached updated IFU in Q12 folder. 



Regards,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer
service you have received: https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
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Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
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contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this email  or  attachments

after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and attachments.
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Traditional 510k Summary



General Information								Date: July 10, 2014



		1.

		Applicant

		

		Genadyne Biotechnologies, Inc.

16 Midland Ave,

Hicksville, NY 11801

(t) 516.487.8787

(f) 516.977-8974





		2.

		Contact Person

		

		Mr. Chien-Ming GOH (Andrew)

Vice President

Genadyne Biotechnologies Inc.

16 Midland Ave, 

Hicksville, NY 11801

(t) 516.217.0101

(f) 516.977.8974





		3.

		Trade Name

		

		Genadyne XLR8 White Foam Dressing Kit

(Ref:PVA-FOAM1)





		4.

		Common Name

		

		Foam Dressing 







		5.

		Classification Name

		

		Negative Pressure Wound Therapy Powered Suction Pump and Accessories







		6.

		Regulation Number

		

		21 CFR 878.4780





		7.

		Product Code

		

		OMP





		8.

		Class in which Device has been placed

		

		Class II







		9.

		Panel



		

		General & Plastic Surgery



		10.

		Reason for Premarket Notification



		

		New Device





		11.

		Identification of Legally Marketed Device Which We Can Claim Substantial Equivalence (Predicate Device)



		

		A4-XLR8 Foam Dressing K092992 & 

A4-XLR8 Wound Vacuum System K090638



		12.

		Brief Description of Device

		

		The Genadyne XLR8 White Foam Kit consists of a XLR8 Port, XLR8 Transparent Film and a XLR8 White Foam. Each component are packaged, sealed and sterilized individually and then bagged into a kit. 







		13.

		Indications for use

[21 CFR 807.92(a)(5)]



		

		Genadyne XLR8 White Foam Dressing Kit is intended to be used in conjunction with the Genadyne Wound Vacuum System to deliver negative pressure wound therapy to the wound. Genadyne Wound Vacuum System is indicated for patients who would benefit from a suction device particularly as the device may promote wound healing by the removal of excess exudates, infectious material and tissue debris. 



XLR8 White Foam Dressing is appropriate for use on the following wounds:



· Pressure ulcers

· Diabetic/Neuropathic Ulcers

· Venous insufficiency Ulcers

· Traumatic wounds

· Post-operative and dehisced surgical wounds

· Skin flap and grafts







14. Technological Characteristics

	

		No.

		

		Foam

		Port Tubing

		Film



		1.

		Materials Used:

		Polyvinyl Alcohol Dressing

		Silicone

		Polyurethane



		2.

		Size:

		20 cm x 15 cm x 1 cm

15 cm x 10 cm x 1 cm

7.5 cm x 10 cm x 1 cm



		31 inches

		26 x 30 cm





 



	Table of Comparison to Predicate Devices:



		

		Predicate

		New



		Parameters

		Genadyne

A4-XLR8 Foam Dressing

		Genadyne

XLR8 White Foam Dressing Kit



		510(k) Number

		K092992

		TBD



		Indications for Use

		Genadyne A4-XLR8 Foam Dressing Kits are intended to be used in conjunction with the Genadyne Wound Vacuum System to deliver negative pressure to the wound. Genadyne Wound Vacuum System is indicated for patients who would benefit from a suction device particularly as the device may promote wound healing by the removal of excess exudates, infectious material and tissue debris.



A4-XLR8 Foam Dressing is appropriate for use on the following wounds:

· Pressure ulcers

· Diabetic/Neuropathic Ulcers

· Venous insufficiency ulcers

· Traumatic wounds

· Post-operative and dehisced surgical wounds

· Skin flap and grafts

· Undermining and tunneling wounds

		[bookmark: _GoBack]Genadyne XLR8 White Foam Dressing Kits are intended to be used in conjunction with the Genadyne Wound Vacuum to deliver negative pressure wound therapy to the wound. Genadyne Wound Vacuum System is indicated for patients who would benefit from a suction device particularly as the device may promote wound healing by the removal of excess exudates, infectious material and tissue debris.



XLR8 White Foam Dressing is appropriate for use on the following wounds:

· Pressure ulcers

· Diabetic/Neuropathic Ulcers

· Venous insufficiency ulcers

· Traumatic wounds

· Post-operative and dehisced surgical wounds

· Skin flap and grafts

· Undermining and tunneling wounds



		Foam Dressing Material

		Flexible Polyether and Polyester Polyurethane Foam

		Polyvinyl Alcohol Dressing



		Hydrophobic

		Yes

		Yes



		Sizes:

		7.5 cm X 10 cm x 3.3cm

12.5 cm x 18 cm x 3.3 cm

15 cm x 26 cm x 3.3 cm

		20 cm x 15 cm x 1 cm

15 cm x 10 cm x 1 cm

7.5 cm x 10 cm x 1 cm



		For use with Negative Pressure Wound Therapy Systems

		Yes 

		Yes



		Sterile

		Yes

		Yes



		Sterilization Method

		EO

		R for White Foam, EO for Silicone Port and Transparent Film



		Kit Content

		Silicone Tubing

Transparent Adhesive Film

		Silicone Port

Transparent Adhesive Film







15. Summary of Non clinical Tests

		Device

		Tests

		Rationale



		XLR8 White Foam Kit









		ISO 10993-5

L929 Neutral Red Uptake Cytotoxicity Test

		Based on the criteria of the protocol and the ISO 10993-5 Guidelines, the test article meets the requirements of the tests and s not considered to have a cytotoxic effect. 



		

		ISO 10993-10

Kligman Maximization Test

		Based on the defined scoring system of Kligman, this is a Grade 1 reaction and the test article is classified as having weak allergenic potential. A Grade 1 sensitization rate is not considered significant and the test article meets the requirements of the ISO 10993-10 guidelines. 



		

		ISO 10993-10

Intracutaneous Injection Test

		The test article sites did not show a significantly greater biological reaction than the sites injected with the control article. Based on the criteria of the protocol, the test article meets the requirements of the ISO 10993-10 guidelines. 



		

		Bench Tests for Performance Evaluation

		Results from the bench test shows that the dressing kit components are all compatible and performs up to the acceptability criteria. 



		

		Stability Test

		Stability tests was performed on our foams and components with 2 year accelerated aging and continuous real time. Devices has passed and met all expectations of the stability tests in terms of bioburden, packaging, seal integrity and performance. 








		16.

		Conclusion & Determination of Substantial Equivalence

		

		Based on the information presented above, it is concluded that the XLR8 White Foam Dressing Kit is substantially equivalent to the predicate devices and is safe and effective to be used together with a negative pressure wound therapy device. 
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INDICATIONS FOR USE



510(k) Number (if known): 


Device Name:
 Genadyne XLR8 White Foam Dressing Kit

Indications For Use:


Genadyne XLR8 White Foam Dressing Kit is intended to be used in conjunction with the Genadyne A4-XLR8 Wound Vacuum System (K090638) to deliver negative pressure wound therapy to the wound. Genadyne A4-XLR8 Wound Vacuum System is indicated for patients who would benefit from a suction device particularly as the device may promote wound healing by the removal of excess exudates, infectious material and tissue debris. 


XLR8 White Foam Dressing is appropriate for use on the following wounds:


· Pressure ulcers


· Diabetic/Neuropathic Ulcers


· Venous insufficiency Ulcers


· Traumatic wounds


· Post-operative and dehisced surgical wounds


· Skin flap and grafts

Prescription Use ___X__



Over-The Counter Use_____


(Per 21 CFR 801 Subpart D)
OR
(21 CFR 807 Subpart C)


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


Concurrence of CDRH, Office of Device Evaluation (ODE)




Thank you and have a nice weekend,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer
service you have received: https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
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service you have received: https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
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From: Cheng, Cindy
To: Dugard, Christopher
Subject: RE: K142646 request for additional information
Date: Monday, April 13, 2015 4:00:44 PM
Attachments: image001.png

From: Dugard, Christopher 
Sent: Monday, April 13, 2015 3:47 PM
To: Andrew Goh
Cc: Cheng, Cindy
Subject: RE: K142646 request for additional information
 
 
Andrew,

 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer
service you have received: https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
 
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Monday, April 13, 2015 3:40 PM
To: Dugard, Christopher
Subject: RE: K142646 request for additional information
 
Chris,

 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
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This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose or  use the

contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this email  or  attachments

after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Monday, April 13, 2015 3:22 PM
To: Andrew Goh
Subject: RE: K142646 request for additional information
 
Hi Andrew,
 

Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer
service you have received: https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Monday, April 13, 2015 3:12 PM
To: Dugard, Christopher
Cc: Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 request for additional information
 
Hi Christopher,

 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose or  use the

contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this email  or  attachments

after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.
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From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Monday, April 13, 2015 9:40 AM
To: Andrew Goh
Cc: Nielsen, Joseph A. (CDRH)
Subject: K142646 request for additional information
 
Dear Mr. Goh,
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

mailto:Christopher.Dugard@fda.hhs.gov


Regards,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer
service you have received: https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
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From: Andrew Goh
To: Dugard, Christopher
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
Date: Wednesday, April 22, 2015 11:17:13 AM
Attachments: image001.png
Importance: High

Hi Christopher,

Thanks!
 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose or  use the

contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this email  or  attachments

after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Tuesday, April 21, 2015 3:59 PM
To: Andrew Goh
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
 
Mr. Goh,
 

Regards,
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Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer
service you have received: https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Friday, April 17, 2015 4:36 PM
To: Dugard, Christopher
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
Importance: High
 
Christopher,

 
 
Thanks.
 
 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose or  use the

contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this email  or  attachments

after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Friday, April 17, 2015 3:23 PM
To: Andrew Goh
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
 
Mr. Goh,
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Thank you and have a nice weekend,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer
service you have received: https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Thursday, April 16, 2015 12:18 PM
To: Dugard, Christopher
Cc: Preston Liu
Subject: RE: K142646 
 
Hi Christopher,

(b) (5)

(b)(4)Proprietary 
Information

(b) (5)

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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

https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
mailto:chiengoh@genadyne.com


 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose or  use the
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Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Monday, April 13, 2015 9:40 AM
To: Andrew Goh
Cc: Nielsen, Joseph A. (CDRH)
Subject: K142646 
 
Dear Mr. Goh,
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Regards,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer
service you have received: https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
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From: Cheng, Cindy
To: Dugard, Christopher
Subject: RE: K142646 request for additional information
Date: Monday, April 13, 2015 4:05:05 PM
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From: Dugard, Christopher 
Sent: Monday, April 13, 2015 4:05 PM
To: Cheng, Cindy
Subject: RE: K142646 request for additional information
 

 
Chris
 

From: Cheng, Cindy 
Sent: Monday, April 13, 2015 4:01 PM
To: Dugard, Christopher
Subject: RE: K142646 request for additional information
 

 

 

From: Dugard, Christopher 
Sent: Monday, April 13, 2015 3:47 PM
To: Andrew Goh
Cc: Cheng, Cindy
Subject: RE: K142646 request for additional information
 
 
Andrew,

Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer
service you have received: https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
 
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Monday, April 13, 2015 3:40 PM
To: Dugard, Christopher
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Subject: RE: K142646 request for additional information
 
Chris,

Thanks.
 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
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contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this email  or  attachments

after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Monday, April 13, 2015 3:22 PM
To: Andrew Goh
Subject: RE: K142646 request for additional information
 
Hi Andrew,

Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer
service you have received: https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Monday, April 13, 2015 3:12 PM
To: Dugard, Christopher
Cc: Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 request for additional information
 
Hi Christopher,
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Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
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Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Monday, April 13, 2015 9:40 AM
To: Andrew Goh
Cc: Nielsen, Joseph A. (CDRH)
Subject: K142646 request for additional information
 
Dear Mr. Goh,
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Regards,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer
service you have received: https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
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From: Andrew Goh
To: Dugard, Christopher
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
Date: Wednesday, April 22, 2015 11:19:13 AM
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Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
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From: Andrew Goh 
Sent: Wednesday, April 22, 2015 11:16 AM
To: 'Dugard, Christopher'
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 request for additional information
Importance: High
 
Hi Christopher,
 

Thanks!
 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose or  use the

contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this email  or  attachments

after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Tuesday, April 21, 2015 3:59 PM
To: Andrew Goh
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
 
Mr. Goh,
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Regards,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer
service you have received: https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Friday, April 17, 2015 4:36 PM
To: Dugard, Christopher
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
Importance: High
 
Christopher,

 
 
Thanks.
 
 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
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From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Friday, April 17, 2015 3:23 PM
To: Andrew Goh
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
 
Mr. Goh,
 

Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
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Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer
service you have received: https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Thursday, April 16, 2015 12:18 PM
To: Dugard, Christopher
Cc: Preston Liu
Subject: RE: K142646 
 
Hi Christopher,

 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose or  use the

contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this email  or  attachments

after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Monday, April 13, 2015 9:40 AM
To: Andrew Goh
Cc: Nielsen, Joseph A. (CDRH)
Subject: K142646 
 
Dear Mr. Goh,
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Regards,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer
service you have received: https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
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From: Cheng, Cindy
To: Dugard, Christopher
Subject: RE: K142646 request for additional information
Date: Thursday, April 16, 2015 2:28:18 PM
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From: Dugard, Christopher 
Sent: Thursday, April 16, 2015 2:28 PM
To: Cheng, Cindy
Subject: FW: K142646 request for additional information
 
Hi Cindy,

Chris
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Thursday, April 16, 2015 12:18 PM
To: Dugard, Christopher
Cc: Preston Liu
Subject: RE: K142646 request for additional information
 
Hi Christopher,
 

 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose or  use the

contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this email  or  attachments

after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Monday, April 13, 2015 9:40 AM
To: Andrew Goh
Cc: Nielsen, Joseph A. (CDRH)
Subject: K142646 request for additional information
 
Dear Mr. Goh,
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Regards,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer
service you have received: https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
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From: Preston Liu
To: Dugard, Christopher; Andrew Goh
Subject: RE: K142646 
Date: Thursday, April 23, 2015 2:45:29 PM
Attachments: image005.png

MVP-2012-003-PQ ETO Final Report.pdf
MVP-2012-003-PQ ETO Protocol.pdf

Dear Christopher,

Thank you.
 
 
 
Regards,
 

 
Preston Liu
Engineer
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
PrestonL@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose or  use the

contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this email  or  attachments

after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Thursday, April 23, 2015 1:31 PM
To: Andrew Goh
Cc: Preston Liu
Subject: RE: K142646 
 
Hi Mr. Goh,

 
Thanks,
 
Christopher K. Dugard
Biologist
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Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer
service you have received: https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Wednesday, April 22, 2015 11:16 AM
To: Dugard, Christopher
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
 

.
 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose or  use the

contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this email  or  attachments

after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and attachments.

 

From: Andrew Goh 
Sent: Wednesday, April 22, 2015 11:16 AM
To: 'Dugard, Christopher'
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646
Importance: High
 
Hi Christopher,

Thanks!
 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose or  use the

contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this email  or  attachments

after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and attachments.

(b)(4)Proprietary 
Information

(b) (5)

(b)(4)Proprietary Information

(b) (5)

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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

https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
mailto:chiengoh@genadyne.com
http://www.genadyne.com/
mailto:andrew@genadyne.com
http://www.genadyne.com/
mailto:andrew@genadyne.com


 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Tuesday, April 21, 2015 3:59 PM
To: Andrew Goh
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
 
Mr. Goh,

Regards,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer
service you have received: https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Friday, April 17, 2015 4:36 PM
To: Dugard, Christopher
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
Importance: High
 
Christopher,

 
 
Thanks.
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Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose or  use the

contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this email  or  attachments

after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Friday, April 17, 2015 3:23 PM
To: Andrew Goh
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
 
Mr. Goh,
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Thank you and have a nice weekend,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer
service you have received: https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Thursday, April 16, 2015 12:18 PM
To: Dugard, Christopher
Cc: Preston Liu
Subject: RE: K142646 
 
Hi Christopher,

 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose or  use the

contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this email  or  attachments

after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Monday, April 13, 2015 9:40 AM
To: Andrew Goh
Cc: Nielsen, Joseph A. (CDRH)
Subject: K142646 
 
Dear Mr. Goh,
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Regards,
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Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer
service you have received: https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
 
 

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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

https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E


From: Cheng, Cindy
To: Dugard, Christopher
Subject: RE: K142646 request for additional information
Date: Friday, April 17, 2015 10:03:32 AM
Attachments: image001.png

Hi Chris,
 

Thanks!
Cindy
 

From: Dugard, Christopher 
Sent: Thursday, April 16, 2015 2:28 PM
To: Cheng, Cindy
Subject: FW: K142646 request for additional information
 
Hi Cindy,

Chris
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Thursday, April 16, 2015 12:18 PM
To: Dugard, Christopher
Cc: Preston Liu
Subject: RE: K142646 request for additional information
 
Hi Christopher,
 

 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose or  use the

contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this email  or  attachments

after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Monday, April 13, 2015 9:40 AM
To: Andrew Goh
Cc: Nielsen, Joseph A. (CDRH)
Subject: K142646 request for additional information
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Dear Mr. Goh,
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Regards,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer
service you have received: https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
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From: Andrew Goh
To: Dugard, Christopher
Cc: Preston Liu
Subject: RE: K142646 
Date: Thursday, April 23, 2015 4:49:29 PM
Attachments: image001.png

Christopher,

Thanks.
 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
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Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Thursday, April 23, 2015 1:31 PM
To: Andrew Goh
Cc: Preston Liu
Subject: RE: K142646 
 
Hi Mr. Goh,
 

Thanks,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer
service you have received: https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
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From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Wednesday, April 22, 2015 11:16 AM
To: Dugard, Christopher
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 n
 

.
 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose or  use the

contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this email  or  attachments

after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and attachments.

 

From: Andrew Goh 
Sent: Wednesday, April 22, 2015 11:16 AM
To: 'Dugard, Christopher'
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
Importance: High
 
Hi Christopher,

 
Thanks!
 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com
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Mr. Goh,

Regards,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer
service you have received: https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Friday, April 17, 2015 4:36 PM
To: Dugard, Christopher
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
Importance: High
 
Christopher,

 
Thanks.
 
 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs

 
 
Office: +1 (516) 217 0100 
 

 
 
Genadyne Biotechnologies
16 Midland Ave
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From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Friday, April 17, 2015 3:23 PM
To: Andrew Goh
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646
 
Mr. Goh,

 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
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From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Thursday, April 16, 2015 12:18 PM
To: Dugard, Christopher
Cc: Preston Liu
Subject: RE: K142646 
 
Hi Christopher,

 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com
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Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose or  use the

contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this email  or  attachments

after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.
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To: Andrew Goh
Cc: Nielsen, Joseph A. (CDRH)
Subject: K142646 
 
Dear Mr. Goh,
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Regards,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
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From: Cheng, Cindy
To: Dugard, Christopher
Cc: Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 request for additional information
Date: Friday, April 17, 2015 10:37:06 AM
Attachments: K142646-S003.ENG-MECH.Consult-Part2.pdf
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K142646/S003 ENG-MECH Review 
 
Date:   April 7, 2015 
To:    Chris Dugard, M.S., Lead Reviewer (CDRH/ODE/DSD/PRSB2) 
From:   Cindy Cheng, Ph.D., Biomedical Engineer (CDRH/ODE/DSD/PRSB2) 
 
Sponsor:   Genadyne Biotechnologies 
Device:   XLR8 White Foam Dressing Kit 
Consult due date: April 217, 2015 
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I. ENG-MECH Recommendation 
As requested, a substantive review was conducted on the Genadyne XLR8 White Foam Dressing Kit 
with regards to the bench performance testing. Evaluation of the provided documents has found 
deficiencies regarding testing parameters, adequacy of acceptance criteria, test design, and lack of 
complete testing. Please see the deficiencies section for further details. I recommend interactive 
review with the sponsor to obtain additional information. 
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II. Review Scope 
The following documents were referenced for this review: 


• Supplement 3: Question_5_response.pdf 
• Original Submission: Attachment_A_Traditional_510K_Summary.pdf 
• K142646.S002_Review_Memo.pdf (Jiyoung Dang, Ph.D., Branch Chief PRSB2) 
• K142646 email response.docx 
• RPT-03-001 Rev B.pdf 


III. Regulatory History 
The file was submitted by the sponsor on September 15, 2014 and logged into DCC on September 17, 
2014. The file was RTAA on Supplement 2 on November 6, 2014 by Jiyoung Dang, Ph.D. (PRSB2 
Branch Chief). Substantive review of the file was completed and deficiencies were issued to the 
sponsor on January 1, 2015 by Dr. Dang. The response to deficiencies was logged into DCC on 
March 30, 2015 and assigned to lead reviewer Chris Dugard, M.S. (PRSB2). 


IV. Indications for Use 
Genadyne XLR8 White Foam Dressing Kit is intended to be used in conjunction with the Genadyne 
A4 Wound Vacuum System (K082676) as well as the Genadyne A4-XLR8 Wound Vacuum System 
(K090638) to deliver negative pressure to the wound. Genadyne A4 & A4-XLR8 Wound Vacuum 
System is indicated for patients who would benefit from a suction device particularly as the device 
may promote wound healing by the removal of excess exudates, infectious material and tissue debris. 


V. Device Description 
The subject device is a foam dressing kit indicated for use with specific Genadyne NPWT pumps.  


The subject device is a rectangular shaped foam manufactured using a polyvinyl alcohol foam 
material, a silicone port tubing, and a transparent adhesive film dressing. This single-use dressing kit 
is housed in a Tyvek/Mylar Peel Pouch. Each product is sterilized individually.  


The foam dressing is composed of flexible polyether and polyester polyurethane foam and comes in 
the following sizes: 7.5cm x 10cm x 3.3cm, 12.5cm x 18cm x 3.3cm, and 15cm x 26cm x 3.3cm.  


VI. Predicate Device 
Genadyne A4-XLR8 Foam Dressing (K092992) 
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VII. Original Deficiency 
You have not provided any testing to demonstrate substantially equivalent performance of the subject 
device White Foam Dressing Kit as compared to the predicate device when both are used in 
conjunction with a Negative Pressure Wound Therapy pump system. Please provide performance 
testing data to demonstrate the use of the subject device foam dressing kit with the Genadyne Z4-
XLR8 Wound Vacuum System. These testing data should be compared to performance testing data 
that demonstrate the use of the predicate device foam dressing with the Genadyne A4 Wound 
Vacuum System. The testing conducted should be representative of real-life clinical use situation of 
the Negative Pressure Wound Therapy system when used on a wound. If conducting bench testing, 
please consider development of a wound model that can adequately simulate a real wound, including 
exudate efflux amounts, exudate viscosity, pH, and other factors that could affect product 
performance. The use of the foam dressing kit should be shown to be compatible with all performance 
features of the Negative Pressure Wound Therapy pump, including various pressure settings and 
alarm capacity. We also recommend considering test duration to simulate labeling use 
recommendations and real-life clinical use situations. 


VIII. Sponsor’s Response to Deficiency and Summary of Testing 
The sponsor provides several performance tests with the following objective: “Find out the stability 
of Genadyne XLR8 WHITE foam after intended use.” 


The environmental conditions for the tests are as follows: 18-34oC, 10-95% relative humidity (RH), 
29.92±1mmHg. 


The sponsor lists the following equipment that were used in the tests: Genadyne A4-XLR8 machine, 
Genadyne XLR8 Power Adapter, Genadyne XLR8 WHITE foam kits, 800cc canisters, flat surfaces, 
wound beds, VATA 2494 Gallon Simulated Blood (same viscosity as real blood), 1000cc buckets, 
pressure transducers, stopwatch, and data bucket. 


• Test 1: Dimension after applying suction for a period of time 


o Acceptance Criteria: Changes in dimension (L, W, H) must not differ for more than 
2mm on each side of the foam. 


o Methods: (1) Record thickness of foam. (2) Place foam on flat surface and apply 
transparent film. Film should have complete seal around foam. Number each foam 
piece. (3) Cut small hole in center of film. (4) Apply drain port to top of hole. (5) 
Attach canister to Genadyne A4-XLR8 and connect tubing between ports and 
canister. (6) Set Genadyne A4-XLR8 to 230 mmHg in continuous mode and start 
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timer. (7) After 72 hours of continuous use turn off machine. (8) Remove film and 
record thickness of foam pieces. 


o Results:  


XLR8 White Foam No. Thickness before (mm) Thickness after (mm) 
1 11 10 
2 11 10 
3 11 10 


o Sponsor’s Conclusions: The sponsor states that only 1mm deformation was recorded 
after 72 hours of continuous use. This meets the acceptance criteria. 


o Reviewer’s Notes: The sponsor states in biocompatibility testing and the revised 
Instructions for Use that the subject device should not be used for more than 24 
hours. Therefore, testing for 72 hours is acceptable because it exceeds the 24 hour 
contact duration. This may serve as worst-case. 


However, no information about the design of the simulated wound bed is given. Only 
one set of parameters (therapy mode, pressure, etc.) was used for testing. The sponsor 
does not indicate whether they consider the parameters tested to be “worst case.” 
More information is necessary. 


• Test 2: Rate of Fluid Removal 


o Acceptance Criteria: Expected to be more than 90cc/min  


o Methods: (1) Place 2 XLR8 White foam from test 1 back to the wound beds. (2) 
Place new XLR8 White foam on third wound bed for comparison. (3) Apply 
transparent film to completely seal foam. Number each piece of foam and cut a small 
hole in the center of the film to apply the drain. (4) Connect tubing to front opening 
of wound beds and place opposite end of tubing to container with 600cc of simulated 
blood. (5) Set pressure of Genadyne A4-XLR8 to 125mmHg and start the machine. 
(6) Start timer when fluid enters the canister. (7) Record time to accumulate 300cc of 
simulated blood. (8) Calculate rate of exudate removal in cc/min. 


o Results:  


XLR8 White Foam No. Rate of Fluid Removal (cc/min) 
1 (from Test 1) 117 
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2 (from Test 1) 107 
3 (new) 120 


 


o Sponsor’s Conclusions: rate of removal is >90cc/min with minor differences between 
new and used foam. The results meet the acceptance criteria. 


o Reviewer’s Notes: The sponsor does not explain why foam from test 1 was reused in 
this test. The sponsor should test at least 3 articles of new foam to verify the accuracy 
of their results. 


• Test 3: Suction Pressure 


o Acceptance Criteria: Measured pressure is within the ±5mmHg range to the machine 
setting. 


o Methods: (1) Clean wound bed and replace with new foam. Prepare wound bed as in 
test 2. (2) Connect one pressure sensor to each side of wound bed. (3) Connect all 
pressure transducers to the data bucket. (4) Start Genadyne A4-XLR8 at 60mmHg for 
24 hours, then 80mmHg for 24 hours, then 120mmHg for 24 hours. (5) Read and 
record 4 point average pressure every 2 hours from data bucket. 


o Results: the sponsor provides raw data and data plots of the pressures measured over 
72 hours of testing. Please refer to Question_5_response in Supplement 3 of the 
submission. 


o Sponsor’s Conclusions: “Test subject Genadyne XLR8 White foam displays equal 
pressure distribution and maintenance during the whole 72 hours.” 


o Reviewer’s Notes: The sponsor provides data plots showing that there is <5mmHg of 
variation in the pressure at any given time during the 72 hour study. This test is 
acceptable.  


• General Reviewer’s Notes:  


o The sponsor does not provide any information regarding the design of the simulated 
wound bed and how it is clinically relevant. 


o  The sponsor does not provide justification for the acceptance criteria chosen for each 
test. 
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o The sponsor provides testing for one set of parameters for test 1 and test 2. The 
sponsor should provide testing at different set points to demonstrate that the subject 
device meets the acceptance criteria. Alternatively, the sponsor may provide 
justification if the parameters were chosen as a “worst-case” scenario. 


IX. Specific Questions from Lead Reviewer 
1. Was an aged, sterilized device used for testing? 


Reviewer’s Notes: The sponsor does not specify whether the aged, sterilized device was used 
for testing. This information must be clarified in order to ensure the testing is representative 
of the actual performance of the subject device. 


2. Which pumps were used for testing (sponsor states K082676 and K090638 are compatible)? 
Verify whether K090638 is an updated version of K082676. 


Reviewer’s Notes: The sponsor only used the Genadyne A4-XLR8 Wound Vacuum System 
(K090638) for testing; however, the subject device is indicated for use with both K090638 
and K082676. The sponsor does not provide testing with the latter system. The sponsor 
should provide testing to verify the compatibility with K082676 or provide justification that 
this testing is not necessary. 


X. Deficiencies 
April 13, 2015: 


Please address the following issues regarding bench performance testing of your device provided in 
the response to Deficiency 5: 


• You do not specify whether the XLR8 WHITE foam kits used for testing are the final aged, 
sterilized subject device. Please verify that the device used in your testing is the final aged, 
sterilized subject device. This information is necessary to ensure the safety of your device. 


Sponsor’s Response (April 16, 2015): The sponsor states that the foam kits used for 
performance testing are all final aged and sterilized.  


Consultant’s Notes (April 17, 2015): This is acceptable. 


• In your Indications for Use, you state that your device is compatible with both the Genadyne 
A4 Wound Vacuum System (K082676) and the Genadyne A4-XLR8 Wound Vacuum 
System (K090638). However, your bench performance testing only used the Genadyne A4-
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XLR8 Wound Vacuum System (K090638). Please also provide complete test reports with the 
Genadyne A4 Wound Vacuum System to verify compatibility of the subject device with this 
system. Alternatively, you may provide justification that this testing is not necessary. This 
information is necessary to ensure the safe use of your device with its compatible systems. 


Sponsor’s Response (April 16, 2015): The sponsor has submitted a revised Indications for 
Use statement that only includes the pump used for testing. The revised IFU is below in 
italics. The sponsor uses the phrase “negative pressure to the wound”; however, FDA 
recognizes the application of “negative pressure wound therapy to the wound.” The sponsor 
should revise the IFU. 


Genadyne XLR8 White Foam Dressing Kit is intended to be used in conjunction 
with the Genadyne A4-XLR8 Wound Vacuum System (K090638) to deliver 
negative pressure to the wound. Genadyne A4-XLR8 Wound Vacuum System is 
indicated for patients who would benefit from a suction device particularly as the 
device may promote wound healing by the removal of excess exudates, infectious 
material and tissue debris. 


XLR8 White Foam Dressing is appropriate for use on the following 
wounds:pressure ulcers, diabetic/neuropathic ulcers, venous insufficiency ulcers, 
traumatic wounds, post-operative and dehisced surgical wounds, skin flap and 
grafts. 


Consultant’s Notes (April 17, 2015): The sponsor should state “negative pressure wound 
therapy” rather than “negative pressure.” 


• You used a simulated wound bed for performance testing of your device. However, you do 
not provide details about the design of this wound bed. Please provide a picture and 
description of your simulated wound bed along with explanation of how your design 
represents the wounds in which your device is indicated for use.  


Sponsor’s Response (April 16, 2015): The sponsor provided information regarding the 
simulated wound bed in document RPT-03-001 Rev B.pdf. The sponsor states that the 
simulated wound bed is custom made with a cavity of 90cc to mimic a wound bed. It consists 
of under channel internally that feeds to the central cavity. Pressure sensors and tubing intake 
are connected to these openings for various tests.  


Consultant’s Notes (April 17, 2015): This is acceptable. 
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• In Tests 1 and 2, you only tested your device at one pressure setting. However, it is important 
to verify that your device meets acceptance criteria at other settings as well. Please provide 
testing to show that your device meets acceptance criteria at other settings; otherwise, please 
provide justification for only testing one pressure setting. 


Sponsor’s Response (April 16, 2015): The sponsor states that the updated report RPT-03-001 
Rev B.pdf addresses this deficiency. In the protocol for Test 1, the sponsor writes that 
230mmHg was used because it is the “maximum available pressure.” This is acceptable as a 
“worst case scenario” parameter. However, the sponsor does not address why only one 
pressure setting was tested for Test 2 (Rate of Fluid Removal, 125mmHg).  


Consultant’s Notes (April 17, 2015): The sponsor should provide rationale for only testing 
one pressure setting in Test 2. 


• You provide acceptance criteria for each performance test provided. However, it is unclear 
how these specific values were chosen. Please provide justification for your chosen 
acceptance criteria. This information is important to ensure that your acceptance criteria are 
acceptable for verifying the safety and effectiveness of your device. 


Sponsor’s Response (April 16, 2015): The sponsor states that this information is provided in 
the updated report RPT-03-001 Rev B.pdf; however, there is no justification for the 
acceptance criteria in this report. 


Consultant’s Notes (April 17, 2015): The sponsor does not provide justification for the 
acceptance criteria. 


• In Test 2, you conducted testing on foam previously used for Test 1 as well as unused foam. 
It is not clear the clinical relevance of re-using foam. Please provide your rationale for re-
using foam in Test 2 that was used for Test 1. Furthermore, you only tested one sample of 
new foam in Test 2. Please provide testing using at least 3 samples of new foam in your 
testing for Rate of Fluid Removal. This is important to ensure the repeatability and accuracy 
of your results.  


Sponsor’s Response (April 16, 2015): The sponsor performed testing for Rate of Fluid 
Removal on 3 articles of new foam, as recommended in the email from the lead reviewer 
dated April 13, 2015. The data was reported in the document RPT-03-001 Rev B.pdf. All 
articles of new foam provided >90cc/min of exudate removal, meeting the acceptance 
criteria.  
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Consultant’s Notes (April 17, 2015): This is acceptable. 


• Deficiency 5 of the AI letter issued on January 1, 2015 requested performance testing of your 
device that demonstrates the alarm capacity of the Genadyne A4 and A4-XLR8 Wound 
Vacuum Systems. You did not provide this testing in your response to the deficiency. Please 
provide this testing in a complete report to the Agency for review. This information is 
important to ensure the compatibility of your device with the Wound Vacuum Systems 
specified in your Indications for Use and for the overall safety of your device.  


Sponsor’s Response (April 16, 2015): The sponsor performed testing to evaluate alarm 
capacity of the pump with the subject device (dressing kit) (see RPT-03-001 Rev B.pdf). The 
sponsor tested the leak alert alarm and the canister full alarm. The test was performed at the 
following pressure settings: 80mmHg, 125mmHg, and 230mmHg. The acceptance criteria are 
as follows: (1) all alerts triggered accurately and (2) alert screen appears and alert sound is 
audible. The sponsor reports only the data for pressure settings 80mmHg and 125mmHg. The 
data for 230mmHg was not provided. All tests for 80mmHg and 125mmHg met the 
acceptance criteria.  


Consultant’s Notes (April 17, 2015): The sponsor should provide rationale for the acceptance 
criteria. The sponsor should provide data for testing at 230mmHg. 


April 17, 2015: 


Please address the following issues regarding bench performance testing regarding the sponsor’s 
response sent by email on April 16, 2015: 


• Your revised Indications for Use state that the Genadyne A4-XLR8 Wound Vacuum System 
is meant to “deliver negative pressure to the wound.” Please note that FDA has understood 
the mechanism of negative pressure wound therapy (NPWT) as an extension of wound 
drainage systems. Your Indications for Use as written may be misleading and implies 
additional mechanisms of action of negative pressure that are beyond the scope of FDA’s 
understanding of a traditional NPWT system. Therefore, please revise your Indications for 
use statement to state: “deliver negative pressure wound therapy to the wound.” 


• In the email sent on April 13, 2015, you were asked to provide testing for more than one 
pressure setting for Tests 1 and 2. Alternatively, you could provide appropriate justification 
for only testing one pressure setting. You stated in Test 1 that the pressure setting of 
230mmHg is the “maximum available pressure.” This is acceptable. However, you do not 
provide a rationale or additional testing for Test 2, in which only 125mmHg is tested for Rate 
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of Fluid Removal. Please provide data for additional pressure settings or provide justification 
for only testing at one pressure setting. This information is important to ensure the safety of 
your device. 


• In the email sent on April 13, 2015, you were asked to provide justification for your 
acceptance criteria for each performance test reported. However, your justification was not 
found in the revised performance testing report (RPT-03-001 Rev B.pdf). Please provide 
justification for the acceptance criteria for Tests 1-4 in the performance testing report for your 
device. This information is important to ensure that your acceptance criteria are acceptable 
for verifying the safety and effectiveness of your device. 


• You provided testing for the Alert Capacity of the pump with your device. In the protocol, 
you state that testing was performed at the following pressure settings: 80mmHg, 125mmHg, 
and 230mmHg. You only report data for tests performed at 80mmHg and 125mmHg. A 
complete test report should include all data from the test. Therefore, please provide the data 
for the test performed at 230mmHg. This is important to ensure the safety of your device. 


XI. Interactive Review 
A teleconference was held on April 14, 2015 with the lead reviewer, myself, and the sponsor to 
clarify deficiency questions above (section X). The following notes are from the teleconference. 


Deficiency 1: The sponsor states that the device used during performance testing was the final aged, 
sterilized device. 


Deficiency 2: The sponsor will revise the Indications for Use to only include the system with which 
the subject device was tested (Genadyne A4-XLR8 Wound Vacuum System K090638). 


Deficiency 3: The sponsor will provide a picture and justification for the simulated wound 
bed. 


Deficiency 4: The sponsor states that the pressure setting at which the device was tested was 
the worst case scenario, so no additional testing is necessary. The sponsor will provide 
justification that this pressure setting is “worst case.” 


Deficiency 5: The sponsor will provide justification for the chosen acceptance criteria. 


Deficiency 6: The sponsor will re-do the testing with at least 3 articles of new foam. 
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Deficiency 7: The sponsor will performance testing to evaluate the alarm capacity of the 
Genadyne A4-XLR8 with the subject device.  
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Hi Christopher,
 

 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose or  use the

contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this email  or  attachments

after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Monday, April 13, 2015 9:40 AM
To: Andrew Goh
Cc: Nielsen, Joseph A. (CDRH)
Subject: K142646 request for additional information
 
Dear Mr. Goh,

(b) (5)

(b) (5)

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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

http://www.genadyne.com/
mailto:andrew@genadyne.com
mailto:Christopher.Dugard@fda.hhs.gov


Regards,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer
service you have received: https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
 
 

(b) (5)

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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

https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E


From: Preston Liu
To: Andrew Goh; Dugard, Christopher
Subject: RE: K142646 
Date: Thursday, April 23, 2015 5:30:58 PM

Dear Christopher,
 
 
 
 
 
Thank you.
 
 
 
Regards,
 

 
Preston Liu
Engineer
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
PrestonL@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose or  use the contents in

any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this email  or  attachments after  sending  by

Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and attachments.

 

From: Andrew Goh 
Sent: Thursday, April 23, 2015 5:30 PM
To: Dugard, Christopher
Cc: Preston Liu
Subject: Re: K142646 
 

Thank you.
 
 
 
Regards,
 
Andrew Goh
 

On Apr 23, 2015, at 17:29, Dugard, Christopher <Christopher.Dugard@fda.hhs.gov> wrote:

Hi Andrew,

Thanks,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the

(b)(4)Proprietary 
Information

(b) (5)

(b)(4)Proprietary 
Information

(b) (5)

(b) (5)

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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

mailto:PrestonL@genadyne.com
mailto:chiengoh@genadyne.com
mailto:Christopher.Dugard@fda.hhs.gov
http://www.genadyne.com/
mailto:PrestonL@genadyne.com
mailto:Christopher.Dugard@fda.hhs.gov


customer service you have received: https://www.research.net/s/cdrhcustomerservice?
O=400&D=480&B=485&E=&S=E
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Thursday, April 23, 2015 4:49 PM
To: Dugard, Christopher
Cc: Preston Liu
Subject: RE: K142646 
 
Christopher,
 

Thanks.
 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose

or  use the contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this

email  or  attachments after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and

attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Thursday, April 23, 2015 1:31 PM
To: Andrew Goh
Cc: Preston Liu
Subject: RE: K142646 
 
Hi Mr. Goh,
 

Thanks,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
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FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the
customer service you have received: https://www.research.net/s/cdrhcustomerservice?
O=400&D=480&B=485&E=&S=E
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Wednesday, April 22, 2015 11:16 AM
To: Dugard, Christopher
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
 

 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose

or  use the contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this

email  or  attachments after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and

attachments.

 

From: Andrew Goh 
Sent: Wednesday, April 22, 2015 11:16 AM
To: 'Dugard, Christopher'
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
Importance: High
 
Hi Christopher,
 

Thanks!
 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose

or  use the contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this

email  or  attachments after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and

attachments.
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From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Tuesday, April 21, 2015 3:59 PM
To: Andrew Goh
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
 
Mr. Goh,

Regards,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the
customer service you have received: https://www.research.net/s/cdrhcustomerservice?
O=400&D=480&B=485&E=&S=E
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Friday, April 17, 2015 4:36 PM
To: Dugard, Christopher
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
Importance: High
 
Christopher,

 
Thanks.
 
 
 
Regards,
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Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose

or  use the contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this

email  or  attachments after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and

attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Friday, April 17, 2015 3:23 PM
To: Andrew Goh
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
 
Mr. Goh,

Thank you and have a nice weekend,
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Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the
customer service you have received: https://www.research.net/s/cdrhcustomerservice?
O=400&D=480&B=485&E=&S=E
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Thursday, April 16, 2015 12:18 PM
To: Dugard, Christopher
Cc: Preston Liu
Subject: RE: K142646
 
Hi Christopher,
 

 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose

or  use the contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this

email  or  attachments after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and

attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Monday, April 13, 2015 9:40 AM
To: Andrew Goh
Cc: Nielsen, Joseph A. (CDRH)
Subject: K142646 
 
Dear Mr. Goh,
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Regards,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
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customer service you have received: https://www.research.net/s/cdrhcustomerservice?
O=400&D=480&B=485&E=&S=E
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From: Cheng, Cindy
To: Dugard, Christopher
Subject: RE: K142646 request for additional information
Date: Tuesday, April 21, 2015 2:32:50 PM
Attachments: image001.png

K142646-S003.ENG-MECH.Consult-Part3.pdf

Hey Chris,
 

 
Cindy
 

From: Dugard, Christopher 
Sent: Tuesday, April 21, 2015 11:17 AM
To: Cheng, Cindy
Subject: FW: K142646 request for additional information
Importance: High
 
Hi Cindy,
 

Chris
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Friday, April 17, 2015 4:36 PM
To: Dugard, Christopher
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 request for additional information
Importance: High
 
Christopher,

 
 
Thanks.
 
 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
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K142646/S003 ENG-MECH Review 
 
Date:   April 7, 2015 
To:    Chris Dugard, M.S., Lead Reviewer (CDRH/ODE/DSD/PRSB2) 
From:   Cindy Cheng, Ph.D., Biomedical Engineer (CDRH/ODE/DSD/PRSB2) 
 
Sponsor:   Genadyne Biotechnologies 
Device:   XLR8 White Foam Dressing Kit 
Consult due date: April 217, 2015 
 


Table of Contents 
I. ENG-MECH Recommendation ........................................................................................................ 1 


II. Review Scope .................................................................................................................................... 2 
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VI. Predicate Device(s) ........................................................................................................................... 2 
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VIII. Sponsor’s Response to Deficiency and Summary of Testing ........................................................... 3 


IX. Deficiencies ....................................................................................................................................... 6 


 


I. ENG-MECH Recommendation 
As requested, a substantive review was conducted on the Genadyne XLR8 White Foam Dressing Kit 
with regards to the bench performance testing. Evaluation of the provided documents has found 
deficiencies regarding testing parameters, adequacy of acceptance criteria, test design, and lack of 
complete testing. Please see the deficiencies section for further details. I recommend interactive 
review with the sponsor to obtain additional information. 
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II. Review Scope 
The following documents were referenced for this review: 


• Supplement 3: Question_5_response.pdf 
• Original Submission: Attachment_A_Traditional_510K_Summary.pdf 
• K142646.S002_Review_Memo.pdf (Jiyoung Dang, Ph.D., Branch Chief PRSB2) 
• K142646 email response.docx 
• RPT-03-001 Rev B.pdf 


III. Regulatory History 
The file was submitted by the sponsor on September 15, 2014 and logged into DCC on September 17, 
2014. The file was RTAA on Supplement 2 on November 6, 2014 by Jiyoung Dang, Ph.D. (PRSB2 
Branch Chief). Substantive review of the file was completed and deficiencies were issued to the 
sponsor on January 1, 2015 by Dr. Dang. The response to deficiencies was logged into DCC on 
March 30, 2015 and assigned to lead reviewer Chris Dugard, M.S. (PRSB2). 


IV. Indications for Use 
Genadyne XLR8 White Foam Dressing Kit is intended to be used in conjunction with the Genadyne 
A4 Wound Vacuum System (K082676) as well as the Genadyne A4-XLR8 Wound Vacuum System 
(K090638) to deliver negative pressure to the wound. Genadyne A4 & A4-XLR8 Wound Vacuum 
System is indicated for patients who would benefit from a suction device particularly as the device 
may promote wound healing by the removal of excess exudates, infectious material and tissue debris. 


V. Device Description 
The subject device is a foam dressing kit indicated for use with specific Genadyne NPWT pumps.  


The subject device is a rectangular shaped foam manufactured using a polyvinyl alcohol foam 
material, a silicone port tubing, and a transparent adhesive film dressing. This single-use dressing kit 
is housed in a Tyvek/Mylar Peel Pouch. Each product is sterilized individually.  


The foam dressing is composed of flexible polyether and polyester polyurethane foam and comes in 
the following sizes: 7.5cm x 10cm x 3.3cm, 12.5cm x 18cm x 3.3cm, and 15cm x 26cm x 3.3cm.  


VI. Predicate Device 
Genadyne A4-XLR8 Foam Dressing (K092992) 
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VII. Original Deficiency 
You have not provided any testing to demonstrate substantially equivalent performance of the subject 
device White Foam Dressing Kit as compared to the predicate device when both are used in 
conjunction with a Negative Pressure Wound Therapy pump system. Please provide performance 
testing data to demonstrate the use of the subject device foam dressing kit with the Genadyne Z4-
XLR8 Wound Vacuum System. These testing data should be compared to performance testing data 
that demonstrate the use of the predicate device foam dressing with the Genadyne A4 Wound 
Vacuum System. The testing conducted should be representative of real-life clinical use situation of 
the Negative Pressure Wound Therapy system when used on a wound. If conducting bench testing, 
please consider development of a wound model that can adequately simulate a real wound, including 
exudate efflux amounts, exudate viscosity, pH, and other factors that could affect product 
performance. The use of the foam dressing kit should be shown to be compatible with all performance 
features of the Negative Pressure Wound Therapy pump, including various pressure settings and 
alarm capacity. We also recommend considering test duration to simulate labeling use 
recommendations and real-life clinical use situations. 


VIII. Sponsor’s Response to Deficiency and Summary of Testing 
The sponsor provides several performance tests with the following objective: “Find out the stability 
of Genadyne XLR8 WHITE foam after intended use.” 


The environmental conditions for the tests are as follows: 18-34oC, 10-95% relative humidity (RH), 
29.92±1mmHg. 


The sponsor lists the following equipment that were used in the tests: Genadyne A4-XLR8 machine, 
Genadyne XLR8 Power Adapter, Genadyne XLR8 WHITE foam kits, 800cc canisters, flat surfaces, 
wound beds, VATA 2494 Gallon Simulated Blood (same viscosity as real blood), 1000cc buckets, 
pressure transducers, stopwatch, and data bucket. 


• Test 1: Dimension after applying suction for a period of time 


o Acceptance Criteria: Changes in dimension (L, W, H) must not differ for more than 
2mm on each side of the foam. 


o Methods: (1) Record thickness of foam. (2) Place foam on flat surface and apply 
transparent film. Film should have complete seal around foam. Number each foam 
piece. (3) Cut small hole in center of film. (4) Apply drain port to top of hole. (5) 
Attach canister to Genadyne A4-XLR8 and connect tubing between ports and 
canister. (6) Set Genadyne A4-XLR8 to 230 mmHg in continuous mode and start 
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timer. (7) After 72 hours of continuous use turn off machine. (8) Remove film and 
record thickness of foam pieces. 


o Results:  


XLR8 White Foam No. Thickness before (mm) Thickness after (mm) 
1 11 10 
2 11 10 
3 11 10 


o Sponsor’s Conclusions: The sponsor states that only 1mm deformation was recorded 
after 72 hours of continuous use. This meets the acceptance criteria. 


o Reviewer’s Notes: The sponsor states in biocompatibility testing and the revised 
Instructions for Use that the subject device should not be used for more than 24 
hours. Therefore, testing for 72 hours is acceptable because it exceeds the 24 hour 
contact duration. This may serve as worst-case. 


However, no information about the design of the simulated wound bed is given. Only 
one set of parameters (therapy mode, pressure, etc.) was used for testing. The sponsor 
does not indicate whether they consider the parameters tested to be “worst case.” 
More information is necessary. 


• Test 2: Rate of Fluid Removal 


o Acceptance Criteria: Expected to be more than 90cc/min  


o Methods: (1) Place 2 XLR8 White foam from test 1 back to the wound beds. (2) 
Place new XLR8 White foam on third wound bed for comparison. (3) Apply 
transparent film to completely seal foam. Number each piece of foam and cut a small 
hole in the center of the film to apply the drain. (4) Connect tubing to front opening 
of wound beds and place opposite end of tubing to container with 600cc of simulated 
blood. (5) Set pressure of Genadyne A4-XLR8 to 125mmHg and start the machine. 
(6) Start timer when fluid enters the canister. (7) Record time to accumulate 300cc of 
simulated blood. (8) Calculate rate of exudate removal in cc/min. 


o Results:  


XLR8 White Foam No. Rate of Fluid Removal (cc/min) 
1 (from Test 1) 117 
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2 (from Test 1) 107 
3 (new) 120 


 


o Sponsor’s Conclusions: rate of removal is >90cc/min with minor differences between 
new and used foam. The results meet the acceptance criteria. 


o Reviewer’s Notes: The sponsor does not explain why foam from test 1 was reused in 
this test. The sponsor should test at least 3 articles of new foam to verify the accuracy 
of their results. 


• Test 3: Suction Pressure 


o Acceptance Criteria: Measured pressure is within the ±5mmHg range to the machine 
setting. 


o Methods: (1) Clean wound bed and replace with new foam. Prepare wound bed as in 
test 2. (2) Connect one pressure sensor to each side of wound bed. (3) Connect all 
pressure transducers to the data bucket. (4) Start Genadyne A4-XLR8 at 60mmHg for 
24 hours, then 80mmHg for 24 hours, then 120mmHg for 24 hours. (5) Read and 
record 4 point average pressure every 2 hours from data bucket. 


o Results: the sponsor provides raw data and data plots of the pressures measured over 
72 hours of testing. Please refer to Question_5_response in Supplement 3 of the 
submission. 


o Sponsor’s Conclusions: “Test subject Genadyne XLR8 White foam displays equal 
pressure distribution and maintenance during the whole 72 hours.” 


o Reviewer’s Notes: The sponsor provides data plots showing that there is <5mmHg of 
variation in the pressure at any given time during the 72 hour study. This test is 
acceptable.  


• General Reviewer’s Notes:  


o The sponsor does not provide any information regarding the design of the simulated 
wound bed and how it is clinically relevant. 


o  The sponsor does not provide justification for the acceptance criteria chosen for each 
test. 
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o The sponsor provides testing for one set of parameters for test 1 and test 2. The 
sponsor should provide testing at different set points to demonstrate that the subject 
device meets the acceptance criteria. Alternatively, the sponsor may provide 
justification if the parameters were chosen as a “worst-case” scenario. 


IX. Specific Questions from Lead Reviewer 
1. Was an aged, sterilized device used for testing? 


Reviewer’s Notes: The sponsor does not specify whether the aged, sterilized device was used 
for testing. This information must be clarified in order to ensure the testing is representative 
of the actual performance of the subject device. 


2. Which pumps were used for testing (sponsor states K082676 and K090638 are compatible)? 
Verify whether K090638 is an updated version of K082676. 


Reviewer’s Notes: The sponsor only used the Genadyne A4-XLR8 Wound Vacuum System 
(K090638) for testing; however, the subject device is indicated for use with both K090638 
and K082676. The sponsor does not provide testing with the latter system. The sponsor 
should provide testing to verify the compatibility with K082676 or provide justification that 
this testing is not necessary. 


X. Deficiencies 
April 13, 2015: 


Please address the following issues regarding bench performance testing of your device provided in 
the response to Deficiency 5: 


• You do not specify whether the XLR8 WHITE foam kits used for testing are the final aged, 
sterilized subject device. Please verify that the device used in your testing is the final aged, 
sterilized subject device. This information is necessary to ensure the safety of your device. 


Sponsor’s Response (April 16, 2015): The sponsor states that the foam kits used for 
performance testing are all final aged and sterilized.  


Consultant’s Notes (April 17, 2015): This is acceptable. 


• In your Indications for Use, you state that your device is compatible with both the Genadyne 
A4 Wound Vacuum System (K082676) and the Genadyne A4-XLR8 Wound Vacuum 
System (K090638). However, your bench performance testing only used the Genadyne A4-
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XLR8 Wound Vacuum System (K090638). Please also provide complete test reports with the 
Genadyne A4 Wound Vacuum System to verify compatibility of the subject device with this 
system. Alternatively, you may provide justification that this testing is not necessary. This 
information is necessary to ensure the safe use of your device with its compatible systems. 


Sponsor’s Response (April 16, 2015): The sponsor has submitted a revised Indications for 
Use statement that only includes the pump used for testing. The revised IFU is below in 
italics. The sponsor uses the phrase “negative pressure to the wound”; however, FDA 
recognizes the application of “negative pressure wound therapy to the wound.” The sponsor 
should revise the IFU. 


Genadyne XLR8 White Foam Dressing Kit is intended to be used in conjunction 
with the Genadyne A4-XLR8 Wound Vacuum System (K090638) to deliver 
negative pressure to the wound. Genadyne A4-XLR8 Wound Vacuum System is 
indicated for patients who would benefit from a suction device particularly as the 
device may promote wound healing by the removal of excess exudates, infectious 
material and tissue debris. 


XLR8 White Foam Dressing is appropriate for use on the following 
wounds:pressure ulcers, diabetic/neuropathic ulcers, venous insufficiency ulcers, 
traumatic wounds, post-operative and dehisced surgical wounds, skin flap and 
grafts. 


Consultant’s Notes (April 17, 2015): The sponsor should state “negative pressure wound 
therapy” rather than “negative pressure.” 


• You used a simulated wound bed for performance testing of your device. However, you do 
not provide details about the design of this wound bed. Please provide a picture and 
description of your simulated wound bed along with explanation of how your design 
represents the wounds in which your device is indicated for use.  


Sponsor’s Response (April 16, 2015): The sponsor provided information regarding the 
simulated wound bed in document RPT-03-001 Rev B.pdf. The sponsor states that the 
simulated wound bed is custom made with a cavity of 90cc to mimic a wound bed. It consists 
of under channel internally that feeds to the central cavity. Pressure sensors and tubing intake 
are connected to these openings for various tests.  


Consultant’s Notes (April 17, 2015): This is acceptable. 
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• In Tests 1 and 2, you only tested your device at one pressure setting. However, it is important 
to verify that your device meets acceptance criteria at other settings as well. Please provide 
testing to show that your device meets acceptance criteria at other settings; otherwise, please 
provide justification for only testing one pressure setting. 


Sponsor’s Response (April 16, 2015): The sponsor states that the updated report RPT-03-001 
Rev B.pdf addresses this deficiency. In the protocol for Test 1, the sponsor writes that 
230mmHg was used because it is the “maximum available pressure.” This is acceptable as a 
“worst case scenario” parameter. However, the sponsor does not address why only one 
pressure setting was tested for Test 2 (Rate of Fluid Removal, 125mmHg).  


Consultant’s Notes (April 17, 2015): The sponsor should provide rationale for only testing 
one pressure setting in Test 2. 


• You provide acceptance criteria for each performance test provided. However, it is unclear 
how these specific values were chosen. Please provide justification for your chosen 
acceptance criteria. This information is important to ensure that your acceptance criteria are 
acceptable for verifying the safety and effectiveness of your device. 


Sponsor’s Response (April 16, 2015): The sponsor states that this information is provided in 
the updated report RPT-03-001 Rev B.pdf; however, there is no justification for the 
acceptance criteria in this report. 


Consultant’s Notes (April 17, 2015): The sponsor does not provide justification for the 
acceptance criteria. 


• In Test 2, you conducted testing on foam previously used for Test 1 as well as unused foam. 
It is not clear the clinical relevance of re-using foam. Please provide your rationale for re-
using foam in Test 2 that was used for Test 1. Furthermore, you only tested one sample of 
new foam in Test 2. Please provide testing using at least 3 samples of new foam in your 
testing for Rate of Fluid Removal. This is important to ensure the repeatability and accuracy 
of your results.  


Sponsor’s Response (April 16, 2015): The sponsor performed testing for Rate of Fluid 
Removal on 3 articles of new foam, as recommended in the email from the lead reviewer 
dated April 13, 2015. The data was reported in the document RPT-03-001 Rev B.pdf. All 
articles of new foam provided >90cc/min of exudate removal, meeting the acceptance 
criteria.  
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Consultant’s Notes (April 17, 2015): This is acceptable. 


• Deficiency 5 of the AI letter issued on January 1, 2015 requested performance testing of your 
device that demonstrates the alarm capacity of the Genadyne A4 and A4-XLR8 Wound 
Vacuum Systems. You did not provide this testing in your response to the deficiency. Please 
provide this testing in a complete report to the Agency for review. This information is 
important to ensure the compatibility of your device with the Wound Vacuum Systems 
specified in your Indications for Use and for the overall safety of your device.  


Sponsor’s Response (April 16, 2015): The sponsor performed testing to evaluate alarm 
capacity of the pump with the subject device (dressing kit) (see RPT-03-001 Rev B.pdf). The 
sponsor tested the leak alert alarm and the canister full alarm. The test was performed at the 
following pressure settings: 80mmHg, 125mmHg, and 230mmHg. The acceptance criteria are 
as follows: (1) all alerts triggered accurately and (2) alert screen appears and alert sound is 
audible. The sponsor reports only the data for pressure settings 80mmHg and 125mmHg. The 
data for 230mmHg was not provided. All tests for 80mmHg and 125mmHg met the 
acceptance criteria.  


Consultant’s Notes (April 17, 2015): The sponsor should provide rationale for the acceptance 
criteria. The sponsor should provide data for testing at 230mmHg. 


April 17, 2015: 


Please address the following issues regarding bench performance testing regarding the sponsor’s 
response sent by email on April 16, 2015: 


• Your revised Indications for Use state that the Genadyne A4-XLR8 Wound Vacuum System 
is meant to “deliver negative pressure to the wound.” Please note that FDA has understood 
the mechanism of negative pressure wound therapy (NPWT) as an extension of wound 
drainage systems. Your Indications for Use as written may be misleading and implies 
additional mechanisms of action of negative pressure that are beyond the scope of FDA’s 
understanding of a traditional NPWT system. Therefore, please revise your Indications for 
use statement to state: “deliver negative pressure wound therapy to the wound.” 


Sponsor’s Response (April 21, 2015): The sponsor provided revised Indications for Use as 
follows: Genadyne XLR8 White Foam Dressing Kit is intended to be used in conjunction with 
the Genadyne A4-XLR8 Wound Vacuum System (K090638) to deliver negative pressure 
wound therapy to the wound. Genadyne A4-XLR8 Wound Vacuum System is indicated for 
patients who would benefit from a suction device particularly as the device may promote 







DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM  


Food and Drug Administration 
Office of Device Evaluation 


10903 New Hampshire Avenue 
Silver Spring, MD 20993 


 
K142646-S003 | ENG-MECH Consult        Page 10 of 12 
 


wound healing by the removal of excess exudates, infectious material and tissue debris. XLR8 
White Foam Dressing is appropriate for use on the following wounds: pressure ulcers, 
diabetic/neuropathic ulcers, venous insufficiency ulcers, traumatic wounds, post-operative 
and dehisced surgical wounds, skin flap and grafts. 


Consultant’s Notes (April 21, 2015): The sponsor has adequately addressed the deficiency. 


• In the email sent on April 13, 2015, you were asked to provide testing for more than one 
pressure setting for Tests 1 and 2. Alternatively, you could provide appropriate justification 
for only testing one pressure setting. You stated in Test 1 that the pressure setting of 
230mmHg is the “maximum available pressure.” This is acceptable. However, you do not 
provide a rationale or additional testing for Test 2, in which only 125mmHg is tested for Rate 
of Fluid Removal. Please provide data for additional pressure settings or provide justification 
for only testing at one pressure setting. This information is important to ensure the safety of 
your device. 


Sponsor’s Response (April 21, 2015): The sponsor states that only one pressure setting was 
testing in Test 2 (rate of fluid removal) because “the rate of removal at any pressure level 
should be the same. There is no speed controller function that will affect the rate of removal. 
The rate of removal is consistent at any pressure level. Therefore, we chose 125 because this 
would be the average pressure that the user will be using.”  


Consultant’s Notes (April 21, 2015): The sponsor does not provide adequate justification for 
only testing one pressure setting. The sponsor states that the rate of exudate removal should 
be the same regardless of the pressure setting; however, this is not accurate. The sponsor 
should provide acceptable justification for only testing one pressure setting or provide testing 
at various pressure settings to verify the performance of the device meets acceptance criteria. 


• In the email sent on April 13, 2015, you were asked to provide justification for your 
acceptance criteria for each performance test reported. However, your justification was not 
found in the revised performance testing report (RPT-03-001 Rev B.pdf). Please provide 
justification for the acceptance criteria for Tests 1-4 in the performance testing report for your 
device. This information is important to ensure that your acceptance criteria are acceptable 
for verifying the safety and effectiveness of your device. 


Sponsor’s Response (April 21, 2015): The sponsor provides justification for the acceptance 
criteria in the revised performance testing report RPT-03-001 Rev B1.pdf. The sponsor states 
that the acceptance criteria for Test 1 (dimensions) was chosen as <2mm because very little 







DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM  


Food and Drug Administration 
Office of Device Evaluation 


10903 New Hampshire Avenue 
Silver Spring, MD 20993 


 
K142646-S003 | ENG-MECH Consult        Page 11 of 12 
 


deformation of the foam should occur in order to maintain its performance in the wound. The 
acceptance criteria for Test 2 was >90cc/min for rate of exudate removal because “we want to 
prove that in every minute, there is no hindrance of blockage of fluid flow from the foam and 
that all the exudates in the wound bed are removed completely.” The acceptance criteria for 
Test 3 was ±5mmHg of the pressure setting, which would ensure “no pressure loss at the 
wound bed.”  


Consultant’s Notes (April 21, 2015): The sponsor provides some justification for the 
acceptance criteria. Though the justification is somewhat superficial and lacks substantial 
scientific backing, the sponsor provided logical justification that is reasonable. The sponsor 
did not provide justification for the acceptance criteria for Test 4; however, the acceptance 
criteria was that alarms must be triggered under the proper circumstances. Therefore, it is 
acceptable that no justification was provided. The sponsor has adequately addressed the 
deficiency. 


• You provided testing for the Alert Capacity of the pump with your device. In the protocol, 
you state that testing was performed at the following pressure settings: 80mmHg, 125mmHg, 
and 230mmHg. You only report data for tests performed at 80mmHg and 125mmHg. A 
complete test report should include all data from the test. Therefore, please provide the data 
for the test performed at 230mmHg. This is important to ensure the safety of your device. 


Sponsor’s Response (April 21, 2015): The sponsor provided all data in the revised 
performance testing report RPT-03-001 Rev B1.pdf. All acceptance criteria were met for all 
pressure settings. 


Consultant’s Notes (April 21, 2015): This is acceptable. 


April 21, 2015: 


You were asked to provide testing for more than one pressure setting in Test 2. Alternatively, you 
could provide appropriate justification for only testing one pressure setting. In your response, you 
stated that “the rate of removal at any pressure level should be the same. There is no speed 
controller function that will affect the rate of removal. The rate of removal is consistent at any 
pressure level. Therefore, we chose 125 because this would be the average pressure that the user 
will be using.” The Agency does not agree with the rate of exudate removal will be the same for 
all pressure settings. Furthermore, the Agency feels that more than one pressure setting should be 
tested to ensure performance of your device meets the acceptance criteria at other settings. Please 
provide data for additional pressure settings and justification for the specific pressure settings you 
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choose. Alternatively, please provide acceptable justification for only testing at one pressure 
setting. This information is important to ensure the safety of your device. 


XI. Interactive Review 
A teleconference was held on April 14, 2015 with the lead reviewer, myself, and the sponsor to 
clarify deficiency questions above (section X). The following notes are from the teleconference. 


Deficiency 1: The sponsor states that the device used during performance testing was the final aged, 
sterilized device. 


Deficiency 2: The sponsor will revise the Indications for Use to only include the system with which 
the subject device was tested (Genadyne A4-XLR8 Wound Vacuum System K090638). 


Deficiency 3: The sponsor will provide a picture and justification for the simulated wound bed. 


Deficiency 4: The sponsor states that the pressure setting at which the device was tested was the worst 
case scenario, so no additional testing is necessary. The sponsor will provide justification that this 
pressure setting is “worst case.” 


Deficiency 5: The sponsor will provide justification for the chosen acceptance criteria. 


Deficiency 6: The sponsor will re-do the testing with at least 3 articles of new foam. 


Deficiency 7: The sponsor will performance testing to evaluate the alarm capacity of the Genadyne 
A4-XLR8 with the subject device.  
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From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Friday, April 17, 2015 3:23 PM
To: Andrew Goh
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 request for additional information
 
Mr. Goh,
 
Thank your for your prompt response to our request for additional information.  After reviewing your responses,
there are still a few things to address before we can complete our review.  Please respond to the following:

Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD

(b) (5)

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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

http://www.genadyne.com/
mailto:andrew@genadyne.com
mailto:Christopher.Dugard@fda.hhs.gov


 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer
service you have received: https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Thursday, April 16, 2015 12:18 PM
To: Dugard, Christopher
Cc: Preston Liu
Subject: RE: K142646 request for additional information
 
Hi Christopher,

 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
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From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Monday, April 13, 2015 9:40 AM
To: Andrew Goh
Cc: Nielsen, Joseph A. (CDRH)
Subject: K142646 request for additional information
 
Dear Mr. Goh,
 

(b) (5)

(b) (5)

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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

https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
mailto:chiengoh@genadyne.com
http://www.genadyne.com/
mailto:andrew@genadyne.com
mailto:Christopher.Dugard@fda.hhs.gov


Regards,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer

(b) (5)

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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

https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E


From: Preston Liu
To: Dugard, Christopher
Cc: Andrew Goh
Subject: RE: K142646 
Date: Tuesday, April 28, 2015 12:56:10 PM

Dear Christopher,
 

 
Thank you.
 
 
 
Regards,
 

 
Preston Liu
Engineer
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
PrestonL@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose or  use the contents in

any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this email  or  attachments after  sending  by

Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and attachments.

 

From: Andrew Goh 
Sent: Thursday, April 23, 2015 5:30 PM
To: Dugard, Christopher
Cc: Preston Liu
Subject: Re: K142646 
 

Thank you.
 
 
 
Regards,
 
Andrew Goh
 

On Apr 23, 2015, at 17:29, Dugard, Christopher <Christopher.Dugard@fda.hhs.gov> wrote:

Hi Andrew,
 

Thanks,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
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Excellent customer service is important to us. Please take a moment to provide feedback regarding the
customer service you have received: https://www.research.net/s/cdrhcustomerservice?
O=400&D=480&B=485&E=&S=E
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Thursday, April 23, 2015 4:49 PM
To: Dugard, Christopher
Cc: Preston Liu
Subject: RE: K142646 
 
Christopher,

Thanks.
 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose

or  use the contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this

email  or  attachments after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and

attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Thursday, April 23, 2015 1:31 PM
To: Andrew Goh
Cc: Preston Liu
Subject: RE: K142646 
 
Hi Mr. Goh,
 

 
Thanks,
 
Christopher K. Dugard
Biologist
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Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the
customer service you have received: https://www.research.net/s/cdrhcustomerservice?
O=400&D=480&B=485&E=&S=E
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Wednesday, April 22, 2015 11:16 AM
To: Dugard, Christopher
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
 

.
 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose

or  use the contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this

email  or  attachments after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and

attachments.

 

From: Andrew Goh 
Sent: Wednesday, April 22, 2015 11:16 AM
To: 'Dugard, Christopher'
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
Importance: High
 
Hi Christopher,
 

 
Thanks!
 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose

or  use the contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this

email  or  attachments after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and

attachments.
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From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Tuesday, April 21, 2015 3:59 PM
To: Andrew Goh
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
 
Mr. Goh,

 
Regards,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the
customer service you have received: https://www.research.net/s/cdrhcustomerservice?
O=400&D=480&B=485&E=&S=E
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Friday, April 17, 2015 4:36 PM
To: Dugard, Christopher
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
Importance: High
 
Christopher,

 
 
Thanks.
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Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose

or  use the contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this

email  or  attachments after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and

attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Friday, April 17, 2015 3:23 PM
To: Andrew Goh
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
 
Mr. Goh,
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Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the
customer service you have received: https://www.research.net/s/cdrhcustomerservice?
O=400&D=480&B=485&E=&S=E
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Thursday, April 16, 2015 12:18 PM
To: Dugard, Christopher
Cc: Preston Liu
Subject: RE: K142646 
 
Hi Christopher,

 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose

or  use the contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this

email  or  attachments after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and

attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Monday, April 13, 2015 9:40 AM
To: Andrew Goh
Cc: Nielsen, Joseph A. (CDRH)
Subject: K142646 
 
Dear Mr. Goh,
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Regards,
 
Christopher K. Dugard
Biologist
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Excellent customer service is important to us. Please take a moment to provide feedback regarding the
customer service you have received: https://www.research.net/s/cdrhcustomerservice?
O=400&D=480&B=485&E=&S=E
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From: Cheng, Cindy
To: Dugard, Christopher
Subject: RE: K142646 request for additional information
Date: Wednesday, April 22, 2015 11:52:42 AM
Attachments: K142646-S003.ENG-MECH.Consult-FINAL.pdf
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Chris-

Cindy
 

From: Dugard, Christopher 
Sent: Wednesday, April 22, 2015 11:44 AM
To: Cheng, Cindy
Subject: FW: K142646 request for additional information
 

Chris
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Wednesday, April 22, 2015 11:16 AM
To: Dugard, Christopher
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 request for additional information
 

 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose or  use the

contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this email  or  attachments

after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and attachments.

 

From: Andrew Goh 
Sent: Wednesday, April 22, 2015 11:16 AM
To: 'Dugard, Christopher'
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 request for additional information
Importance: High
 
Hi Christopher,
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K142646/S003 ENG-MECH Review 
 
Date:   April 22, 2015 
To:    Chris Dugard, M.S., Lead Reviewer (CDRH/ODE/DSD/PRSB2) 
From:   Cindy Cheng, Ph.D., Biomedical Engineer (CDRH/ODE/DSD/PRSB2) 
 
Sponsor:   Genadyne Biotechnologies 
Device:   XLR8 White Foam Dressing Kit 
Consult due date: April 22, 2015 
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I. ENG-MECH Recommendation 
As requested, a substantive review was conducted on the Genadyne XLR8 White Foam Dressing Kit 
with regards to the bench performance testing. Evaluation of the provided documents has found no 
further issues. I recommend the following decision: substantial equivalence (SE). 
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II. Review Scope 
The following documents were referenced for this review: 


• Supplement 3: Question_5_response.pdf 
• Original Submission: Attachment_A_Traditional_510K_Summary.pdf 
• K142646.S002_Review_Memo.pdf (Jiyoung Dang, Ph.D., Branch Chief PRSB2) 
• K142646 email response.docx 
• RPT-03-001 Rev B.pdf 
• RPT-03-001 Rev C. pdf 


III. Regulatory History 
The file was submitted by the sponsor on September 15, 2014 and logged into DCC on September 17, 
2014. The file was RTAA on Supplement 2 on November 6, 2014 by Jiyoung Dang, Ph.D. (PRSB2 
Branch Chief). Substantive review of the file was completed and deficiencies were issued to the 
sponsor on January 1, 2015 by Dr. Dang. The response to deficiencies was logged into DCC on 
March 30, 2015 and assigned to lead reviewer Chris Dugard, M.S. (PRSB2). 


IV. Indications for Use 
Genadyne XLR8 White Foam Dressing Kit is intended to be used in conjunction with the Genadyne 
A4 Wound Vacuum System (K082676) as well as the Genadyne A4-XLR8 Wound Vacuum System 
(K090638) to deliver negative pressure to the wound. Genadyne A4 & A4-XLR8 Wound Vacuum 
System is indicated for patients who would benefit from a suction device particularly as the device 
may promote wound healing by the removal of excess exudates, infectious material and tissue debris. 


V. Device Description 
The subject device is a foam dressing kit indicated for use with specific Genadyne NPWT pumps.  


The subject device is a rectangular shaped foam manufactured using a polyvinyl alcohol foam 
material, a silicone port tubing, and a transparent adhesive film dressing. This single-use dressing kit 
is housed in a Tyvek/Mylar Peel Pouch. Each product is sterilized individually.  


The foam dressing is composed of flexible polyether and polyester polyurethane foam and comes in 
the following sizes: 7.5cm x 10cm x 3.3cm, 12.5cm x 18cm x 3.3cm, and 15cm x 26cm x 3.3cm.  


VI. Predicate Device 
Genadyne A4-XLR8 Foam Dressing (K092992) 
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VII. Original Deficiency 
You have not provided any testing to demonstrate substantially equivalent performance of the subject 
device White Foam Dressing Kit as compared to the predicate device when both are used in 
conjunction with a Negative Pressure Wound Therapy pump system. Please provide performance 
testing data to demonstrate the use of the subject device foam dressing kit with the Genadyne Z4-
XLR8 Wound Vacuum System. These testing data should be compared to performance testing data 
that demonstrate the use of the predicate device foam dressing with the Genadyne A4 Wound 
Vacuum System. The testing conducted should be representative of real-life clinical use situation of 
the Negative Pressure Wound Therapy system when used on a wound. If conducting bench testing, 
please consider development of a wound model that can adequately simulate a real wound, including 
exudate efflux amounts, exudate viscosity, pH, and other factors that could affect product 
performance. The use of the foam dressing kit should be shown to be compatible with all performance 
features of the Negative Pressure Wound Therapy pump, including various pressure settings and 
alarm capacity. We also recommend considering test duration to simulate labeling use 
recommendations and real-life clinical use situations. 


VIII. Sponsor’s Response to Deficiency and Summary of Testing 
The sponsor provides several performance tests with the following objective: “Find out the stability 
of Genadyne XLR8 WHITE foam after intended use.” 


The environmental conditions for the tests are as follows: 18-34oC, 10-95% relative humidity (RH), 
29.92±1mmHg. 


The sponsor lists the following equipment that were used in the tests: Genadyne A4-XLR8 machine, 
Genadyne XLR8 Power Adapter, Genadyne XLR8 WHITE foam kits, 800cc canisters, flat surfaces, 
wound beds, VATA 2494 Gallon Simulated Blood (same viscosity as real blood), 1000cc buckets, 
pressure transducers, stopwatch, and data bucket. 


• Test 1: Dimension after applying suction for a period of time 


o Acceptance Criteria: Changes in dimension (L, W, H) must not differ for more than 
2mm on each side of the foam. 


o Methods: (1) Record thickness of foam. (2) Place foam on flat surface and apply 
transparent film. Film should have complete seal around foam. Number each foam 
piece. (3) Cut small hole in center of film. (4) Apply drain port to top of hole. (5) 
Attach canister to Genadyne A4-XLR8 and connect tubing between ports and 
canister. (6) Set Genadyne A4-XLR8 to 230 mmHg in continuous mode and start 
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timer. (7) After 72 hours of continuous use turn off machine. (8) Remove film and 
record thickness of foam pieces. 


o Results:  


XLR8 White Foam No. Thickness before (mm) Thickness after (mm) 
1 11 10 
2 11 10 
3 11 10 


o Sponsor’s Conclusions: The sponsor states that only 1mm deformation was recorded 
after 72 hours of continuous use. This meets the acceptance criteria. 


o Reviewer’s Notes: The sponsor states in biocompatibility testing and the revised 
Instructions for Use that the subject device should not be used for more than 24 
hours. Therefore, testing for 72 hours is acceptable because it exceeds the 24 hour 
contact duration. This may serve as worst-case. 


However, no information about the design of the simulated wound bed is given. Only 
one set of parameters (therapy mode, pressure, etc.) was used for testing. The sponsor 
does not indicate whether they consider the parameters tested to be “worst case.” 
More information is necessary. 


• Test 2: Rate of Fluid Removal 


o Acceptance Criteria: Expected to be more than 90cc/min  


o Methods: (1) Place 2 XLR8 White foam from test 1 back to the wound beds. (2) 
Place new XLR8 White foam on third wound bed for comparison. (3) Apply 
transparent film to completely seal foam. Number each piece of foam and cut a small 
hole in the center of the film to apply the drain. (4) Connect tubing to front opening 
of wound beds and place opposite end of tubing to container with 600cc of simulated 
blood. (5) Set pressure of Genadyne A4-XLR8 to 125mmHg and start the machine. 
(6) Start timer when fluid enters the canister. (7) Record time to accumulate 300cc of 
simulated blood. (8) Calculate rate of exudate removal in cc/min. 


o Results:  


XLR8 White Foam No. Rate of Fluid Removal (cc/min) 
1 (from Test 1) 117 
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2 (from Test 1) 107 
3 (new) 120 


 


o Sponsor’s Conclusions: rate of removal is >90cc/min with minor differences between 
new and used foam. The results meet the acceptance criteria. 


o Reviewer’s Notes: The sponsor does not explain why foam from test 1 was reused in 
this test. The sponsor should test at least 3 articles of new foam to verify the accuracy 
of their results. 


• Test 3: Suction Pressure 


o Acceptance Criteria: Measured pressure is within the ±5mmHg range to the machine 
setting. 


o Methods: (1) Clean wound bed and replace with new foam. Prepare wound bed as in 
test 2. (2) Connect one pressure sensor to each side of wound bed. (3) Connect all 
pressure transducers to the data bucket. (4) Start Genadyne A4-XLR8 at 60mmHg for 
24 hours, then 80mmHg for 24 hours, then 120mmHg for 24 hours. (5) Read and 
record 4 point average pressure every 2 hours from data bucket. 


o Results: the sponsor provides raw data and data plots of the pressures measured over 
72 hours of testing. Please refer to Question_5_response in Supplement 3 of the 
submission. 


o Sponsor’s Conclusions: “Test subject Genadyne XLR8 White foam displays equal 
pressure distribution and maintenance during the whole 72 hours.” 


o Reviewer’s Notes: The sponsor provides data plots showing that there is <5mmHg of 
variation in the pressure at any given time during the 72 hour study. This test is 
acceptable.  


• General Reviewer’s Notes:  


o The sponsor does not provide any information regarding the design of the simulated 
wound bed and how it is clinically relevant. 


o  The sponsor does not provide justification for the acceptance criteria chosen for each 
test. 
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o The sponsor provides testing for one set of parameters for test 1 and test 2. The 
sponsor should provide testing at different set points to demonstrate that the subject 
device meets the acceptance criteria. Alternatively, the sponsor may provide 
justification if the parameters were chosen as a “worst-case” scenario. 


IX. Specific Questions from Lead Reviewer 
1. Was an aged, sterilized device used for testing? 


Reviewer’s Notes: The sponsor does not specify whether the aged, sterilized device was used 
for testing. This information must be clarified in order to ensure the testing is representative 
of the actual performance of the subject device. 


2. Which pumps were used for testing (sponsor states K082676 and K090638 are compatible)? 
Verify whether K090638 is an updated version of K082676. 


Reviewer’s Notes: The sponsor only used the Genadyne A4-XLR8 Wound Vacuum System 
(K090638) for testing; however, the subject device is indicated for use with both K090638 
and K082676. The sponsor does not provide testing with the latter system. The sponsor 
should provide testing to verify the compatibility with K082676 or provide justification that 
this testing is not necessary. 


X. Deficiencies 
April 13, 2015: 


Please address the following issues regarding bench performance testing of your device provided in 
the response to Deficiency 5: 


• You do not specify whether the XLR8 WHITE foam kits used for testing are the final aged, 
sterilized subject device. Please verify that the device used in your testing is the final aged, 
sterilized subject device. This information is necessary to ensure the safety of your device. 


Sponsor’s Response (April 16, 2015): The sponsor states that the foam kits used for 
performance testing are all final aged and sterilized.  


Consultant’s Notes (April 17, 2015): This is acceptable. 


• In your Indications for Use, you state that your device is compatible with both the Genadyne 
A4 Wound Vacuum System (K082676) and the Genadyne A4-XLR8 Wound Vacuum 
System (K090638). However, your bench performance testing only used the Genadyne A4-
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XLR8 Wound Vacuum System (K090638). Please also provide complete test reports with the 
Genadyne A4 Wound Vacuum System to verify compatibility of the subject device with this 
system. Alternatively, you may provide justification that this testing is not necessary. This 
information is necessary to ensure the safe use of your device with its compatible systems. 


Sponsor’s Response (April 16, 2015): The sponsor has submitted a revised Indications for 
Use statement that only includes the pump used for testing. The revised IFU is below in 
italics. The sponsor uses the phrase “negative pressure to the wound”; however, FDA 
recognizes the application of “negative pressure wound therapy to the wound.” The sponsor 
should revise the IFU. 


Genadyne XLR8 White Foam Dressing Kit is intended to be used in conjunction 
with the Genadyne A4-XLR8 Wound Vacuum System (K090638) to deliver 
negative pressure to the wound. Genadyne A4-XLR8 Wound Vacuum System is 
indicated for patients who would benefit from a suction device particularly as the 
device may promote wound healing by the removal of excess exudates, infectious 
material and tissue debris. 


XLR8 White Foam Dressing is appropriate for use on the following 
wounds:pressure ulcers, diabetic/neuropathic ulcers, venous insufficiency ulcers, 
traumatic wounds, post-operative and dehisced surgical wounds, skin flap and 
grafts. 


Consultant’s Notes (April 17, 2015): The sponsor should state “negative pressure wound 
therapy” rather than “negative pressure.” 


• You used a simulated wound bed for performance testing of your device. However, you do 
not provide details about the design of this wound bed. Please provide a picture and 
description of your simulated wound bed along with explanation of how your design 
represents the wounds in which your device is indicated for use.  


Sponsor’s Response (April 16, 2015): The sponsor provided information regarding the 
simulated wound bed in document RPT-03-001 Rev B.pdf. The sponsor states that the 
simulated wound bed is custom made with a cavity of 90cc to mimic a wound bed. It consists 
of under channel internally that feeds to the central cavity. Pressure sensors and tubing intake 
are connected to these openings for various tests.  


Consultant’s Notes (April 17, 2015): This is acceptable. 
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• In Tests 1 and 2, you only tested your device at one pressure setting. However, it is important 
to verify that your device meets acceptance criteria at other settings as well. Please provide 
testing to show that your device meets acceptance criteria at other settings; otherwise, please 
provide justification for only testing one pressure setting. 


Sponsor’s Response (April 16, 2015): The sponsor states that the updated report RPT-03-001 
Rev B.pdf addresses this deficiency. In the protocol for Test 1, the sponsor writes that 
230mmHg was used because it is the “maximum available pressure.” This is acceptable as a 
“worst case scenario” parameter. However, the sponsor does not address why only one 
pressure setting was tested for Test 2 (Rate of Fluid Removal, 125mmHg).  


Consultant’s Notes (April 17, 2015): The sponsor should provide rationale for only testing 
one pressure setting in Test 2. 


• You provide acceptance criteria for each performance test provided. However, it is unclear 
how these specific values were chosen. Please provide justification for your chosen 
acceptance criteria. This information is important to ensure that your acceptance criteria are 
acceptable for verifying the safety and effectiveness of your device. 


Sponsor’s Response (April 16, 2015): The sponsor states that this information is provided in 
the updated report RPT-03-001 Rev B.pdf; however, there is no justification for the 
acceptance criteria in this report. 


Consultant’s Notes (April 17, 2015): The sponsor does not provide justification for the 
acceptance criteria. 


• In Test 2, you conducted testing on foam previously used for Test 1 as well as unused foam. 
It is not clear the clinical relevance of re-using foam. Please provide your rationale for re-
using foam in Test 2 that was used for Test 1. Furthermore, you only tested one sample of 
new foam in Test 2. Please provide testing using at least 3 samples of new foam in your 
testing for Rate of Fluid Removal. This is important to ensure the repeatability and accuracy 
of your results.  


Sponsor’s Response (April 16, 2015): The sponsor performed testing for Rate of Fluid 
Removal on 3 articles of new foam, as recommended in the email from the lead reviewer 
dated April 13, 2015. The data was reported in the document RPT-03-001 Rev B.pdf. All 
articles of new foam provided >90cc/min of exudate removal, meeting the acceptance 
criteria.  
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Consultant’s Notes (April 17, 2015): This is acceptable. 


• Deficiency 5 of the AI letter issued on January 1, 2015 requested performance testing of your 
device that demonstrates the alarm capacity of the Genadyne A4 and A4-XLR8 Wound 
Vacuum Systems. You did not provide this testing in your response to the deficiency. Please 
provide this testing in a complete report to the Agency for review. This information is 
important to ensure the compatibility of your device with the Wound Vacuum Systems 
specified in your Indications for Use and for the overall safety of your device.  


Sponsor’s Response (April 16, 2015): The sponsor performed testing to evaluate alarm 
capacity of the pump with the subject device (dressing kit) (see RPT-03-001 Rev B.pdf). The 
sponsor tested the leak alert alarm and the canister full alarm. The test was performed at the 
following pressure settings: 80mmHg, 125mmHg, and 230mmHg. The acceptance criteria are 
as follows: (1) all alerts triggered accurately and (2) alert screen appears and alert sound is 
audible. The sponsor reports only the data for pressure settings 80mmHg and 125mmHg. The 
data for 230mmHg was not provided. All tests for 80mmHg and 125mmHg met the 
acceptance criteria.  


Consultant’s Notes (April 17, 2015): The sponsor should provide rationale for the acceptance 
criteria. The sponsor should provide data for testing at 230mmHg. 


April 17, 2015: 


Please address the following issues regarding bench performance testing regarding the sponsor’s 
response sent by email on April 16, 2015: 


• Your revised Indications for Use state that the Genadyne A4-XLR8 Wound Vacuum System 
is meant to “deliver negative pressure to the wound.” Please note that FDA has understood 
the mechanism of negative pressure wound therapy (NPWT) as an extension of wound 
drainage systems. Your Indications for Use as written may be misleading and implies 
additional mechanisms of action of negative pressure that are beyond the scope of FDA’s 
understanding of a traditional NPWT system. Therefore, please revise your Indications for 
use statement to state: “deliver negative pressure wound therapy to the wound.” 


Sponsor’s Response (April 21, 2015): The sponsor provided revised Indications for Use as 
follows: Genadyne XLR8 White Foam Dressing Kit is intended to be used in conjunction with 
the Genadyne A4-XLR8 Wound Vacuum System (K090638) to deliver negative pressure 
wound therapy to the wound. Genadyne A4-XLR8 Wound Vacuum System is indicated for 
patients who would benefit from a suction device particularly as the device may promote 
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wound healing by the removal of excess exudates, infectious material and tissue debris. XLR8 
White Foam Dressing is appropriate for use on the following wounds: pressure ulcers, 
diabetic/neuropathic ulcers, venous insufficiency ulcers, traumatic wounds, post-operative 
and dehisced surgical wounds, skin flap and grafts. 


Consultant’s Notes (April 21, 2015): The sponsor has adequately addressed the deficiency. 


• In the email sent on April 13, 2015, you were asked to provide testing for more than one 
pressure setting for Tests 1 and 2. Alternatively, you could provide appropriate justification 
for only testing one pressure setting. You stated in Test 1 that the pressure setting of 
230mmHg is the “maximum available pressure.” This is acceptable. However, you do not 
provide a rationale or additional testing for Test 2, in which only 125mmHg is tested for Rate 
of Fluid Removal. Please provide data for additional pressure settings or provide justification 
for only testing at one pressure setting. This information is important to ensure the safety of 
your device. 


Sponsor’s Response (April 21, 2015): The sponsor states that only one pressure setting was 
testing in Test 2 (rate of fluid removal) because “the rate of removal at any pressure level 
should be the same. There is no speed controller function that will affect the rate of removal. 
The rate of removal is consistent at any pressure level. Therefore, we chose 125 because this 
would be the average pressure that the user will be using.”  


Consultant’s Notes (April 21, 2015): The sponsor does not provide adequate justification for 
only testing one pressure setting. The sponsor states that the rate of exudate removal should 
be the same regardless of the pressure setting; however, this is not accurate. The sponsor 
should provide acceptable justification for only testing one pressure setting or provide testing 
at various pressure settings to verify the performance of the device meets acceptance criteria. 


• In the email sent on April 13, 2015, you were asked to provide justification for your 
acceptance criteria for each performance test reported. However, your justification was not 
found in the revised performance testing report (RPT-03-001 Rev B.pdf). Please provide 
justification for the acceptance criteria for Tests 1-4 in the performance testing report for your 
device. This information is important to ensure that your acceptance criteria are acceptable 
for verifying the safety and effectiveness of your device. 


Sponsor’s Response (April 21, 2015): The sponsor provides justification for the acceptance 
criteria in the revised performance testing report RPT-03-001 Rev B1.pdf. The sponsor states 
that the acceptance criteria for Test 1 (dimensions) was chosen as <2mm because very little 
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deformation of the foam should occur in order to maintain its performance in the wound. The 
acceptance criteria for Test 2 was >90cc/min for rate of exudate removal because “we want to 
prove that in every minute, there is no hindrance of blockage of fluid flow from the foam and 
that all the exudates in the wound bed are removed completely.” The acceptance criteria for 
Test 3 was ±5mmHg of the pressure setting, which would ensure “no pressure loss at the 
wound bed.”  


Consultant’s Notes (April 21, 2015): The sponsor provides some justification for the 
acceptance criteria. Though the justification is somewhat superficial and lacks substantial 
scientific backing, the sponsor provided logical justification that is reasonable. The sponsor 
did not provide justification for the acceptance criteria for Test 4; however, the acceptance 
criteria was that alarms must be triggered under the proper circumstances. Therefore, it is 
acceptable that no justification was provided. The sponsor has adequately addressed the 
deficiency. 


• You provided testing for the Alert Capacity of the pump with your device. In the protocol, 
you state that testing was performed at the following pressure settings: 80mmHg, 125mmHg, 
and 230mmHg. You only report data for tests performed at 80mmHg and 125mmHg. A 
complete test report should include all data from the test. Therefore, please provide the data 
for the test performed at 230mmHg. This is important to ensure the safety of your device. 


Sponsor’s Response (April 21, 2015): The sponsor provided all data in the revised 
performance testing report RPT-03-001 Rev B1.pdf. All acceptance criteria were met for all 
pressure settings. 


Consultant’s Notes (April 21, 2015): This is acceptable. 


April 21, 2015: 


You were asked to provide testing for more than one pressure setting in Test 2. Alternatively, you 
could provide appropriate justification for only testing one pressure setting. In your response, you 
stated that “the rate of removal at any pressure level should be the same. There is no speed 
controller function that will affect the rate of removal. The rate of removal is consistent at any 
pressure level. Therefore, we chose 125 because this would be the average pressure that the user 
will be using.” The Agency does not agree with the rate of exudate removal will be the same for 
all pressure settings. Furthermore, the Agency feels that more than one pressure setting should be 
tested to ensure performance of your device meets the acceptance criteria at other settings. Please 
provide data for additional pressure settings and justification for the specific pressure settings you 
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choose. Alternatively, please provide acceptable justification for only testing at one pressure 
setting. This information is important to ensure the safety of your device. 


Sponsor’s Response (April 22, 2015): The sponsor states by email “please see attached updated 
report with additional pressure levels for Test 2 at 40mmHg (which we would consider a worst 
case scenario in this test) and 230 mmHg. The reason we included the max and min pressure is 
because our system offers a pressure range of 40-230mmHg.”  


The sponsor provided data for pressure settings at 40mmHg and 230mmHg. All rates met the 
acceptance criteria (>90cc/min) as specified. All foam dressings used were new and unused. 
Please see RPT-03-001 Rev C.pdf for the full data sets. 


Reviewer’s Notes (April 22, 2015): The sponsor has adequately addressed the deficiency. 


XI. Interactive Review 
A teleconference was held on April 14, 2015 with the lead reviewer, myself, and the sponsor to 
clarify deficiency questions above (section X). The following notes are from the teleconference. 


Deficiency 1: The sponsor states that the device used during performance testing was the final aged, 
sterilized device. 


Deficiency 2: The sponsor will revise the Indications for Use to only include the system with which 
the subject device was tested (Genadyne A4-XLR8 Wound Vacuum System K090638). 


Deficiency 3: The sponsor will provide a picture and justification for the simulated wound bed. 


Deficiency 4: The sponsor states that the pressure setting at which the device was tested was the worst 
case scenario, so no additional testing is necessary. The sponsor will provide justification that this 
pressure setting is “worst case.” 


Deficiency 5: The sponsor will provide justification for the chosen acceptance criteria. 


Deficiency 6: The sponsor will re-do the testing with at least 3 articles of new foam. 


Deficiency 7: The sponsor will performance testing to evaluate the alarm capacity of the Genadyne 
A4-XLR8 with the subject device.  
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Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
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From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Tuesday, April 21, 2015 3:59 PM
To: Andrew Goh
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 request for additional information
 
Mr. Goh,
 

Regards,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer
service you have received: https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Friday, April 17, 2015 4:36 PM
To: Dugard, Christopher
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 request for additional information
Importance: High
 

(b) (5)

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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

http://www.genadyne.com/
mailto:andrew@genadyne.com
mailto:Christopher.Dugard@fda.hhs.gov
https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
mailto:chiengoh@genadyne.com


Christopher,

 
Thanks.
 
 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose or  use the

contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this email  or  attachments

after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Friday, April 17, 2015 3:23 PM
To: Andrew Goh
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 request for additional information
 
Mr. Goh,
 
Thank your for your prompt response to our request for additional information.  After reviewing your responses,
there are still a few things to address before we can complete our review.  Please respond to the following:
 

(b) (5)

(b) (5)

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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

http://www.genadyne.com/
mailto:andrew@genadyne.com
mailto:Christopher.Dugard@fda.hhs.gov


 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer
service you have received: https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Thursday, April 16, 2015 12:18 PM
To: Dugard, Christopher
Cc: Preston Liu
Subject: RE: K142646 request for additional information
 
Hi Christopher,

 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose or  use the

contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this email  or  attachments

after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Monday, April 13, 2015 9:40 AM
To: Andrew Goh
Cc: Nielsen, Joseph A. (CDRH)
Subject: K142646 request for additional information
 
Dear Mr. Goh,
 

(b) (5)

(b) (5)
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Regards,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer
service you have received: https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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From: Preston Liu
To: Dugard, Christopher
Cc: Andrew Goh
Subject: RE: K142646 
Date: Wednesday, April 29, 2015 10:35:54 AM
Attachments:

Dear Christopher,
 

 

 
Thank you.
 
 
 
Regards,
 

 
Preston Liu
Engineer
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
PrestonL@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose or  use the contents in

any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this email  or  attachments after  sending  by

Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Wednesday, April 29, 2015 10:03 AM
To: Preston Liu
Cc: Andrew Goh
Subject: RE: K142646 
 
Hi Preston,
 

(b)(4)Proprietary 
Information(b)(4)Proprietary Information

(b) (5)

(b)(4)Proprietary 
Information

(b) (5)
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Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer service you
have received: https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
 
 
 
 
 
 

From: Preston Liu [mailto:PrestonL@genadyne.com] 
Sent: Tuesday, April 28, 2015 12:56 PM
To: Dugard, Christopher
Cc: Andrew Goh
Subject: RE: K142646 
 
Dear Christopher,
 
 
 
 
 
Thank you.
 
 
 
Regards,
 

 
Preston Liu
Engineer
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
PrestonL@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose or  use the contents in

any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this email  or  attachments after  sending  by
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From: Andrew Goh 
Sent: Thursday, April 23, 2015 5:30 PM
To: Dugard, Christopher
Cc: Preston Liu
Subject: Re: K142646 
 

 
 
 
Regards,
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Andrew Goh
 

On Apr 23, 2015, at 17:29, Dugard, Christopher <Christopher.Dugard@fda.hhs.gov> wrote:

Hi Andrew,

Thanks,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the
customer service you have received: https://www.research.net/s/cdrhcustomerservice?
O=400&D=480&B=485&E=&S=E
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Thursday, April 23, 2015 4:49 PM
To: Dugard, Christopher
Cc: Preston Liu
Subject: RE: K142646 
 
Christopher,
 

 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose

or  use the contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this

email  or  attachments after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and

attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Thursday, April 23, 2015 1:31 PM
To: Andrew Goh
Cc: Preston Liu
Subject: RE: K142646 
 
Hi Mr. Goh,
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Thanks,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the
customer service you have received: https://www.research.net/s/cdrhcustomerservice?
O=400&D=480&B=485&E=&S=E
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Wednesday, April 22, 2015 11:16 AM
To: Dugard, Christopher
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
 

.
 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose

or  use the contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this

email  or  attachments after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and

attachments.

 

From: Andrew Goh 
Sent: Wednesday, April 22, 2015 11:16 AM
To: 'Dugard, Christopher'
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
Importance: High
 
Hi Christopher,
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Thanks!
 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose

or  use the contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this

email  or  attachments after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and

attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Tuesday, April 21, 2015 3:59 PM
To: Andrew Goh
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
 
Mr. Goh,
 

 
Regards,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the
customer service you have received: https://www.research.net/s/cdrhcustomerservice?
O=400&D=480&B=485&E=&S=E
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From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Friday, April 17, 2015 4:36 PM
To: Dugard, Christopher
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
Importance: High
 
Christopher,

 
 
Thanks.
 
 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose

or  use the contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this

email  or  attachments after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and

attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Friday, April 17, 2015 3:23 PM
To: Andrew Goh
Cc: Preston Liu; Nielsen, Joseph A. (CDRH)
Subject: RE: K142646 
 
Mr. Goh,
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Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the
customer service you have received: https://www.research.net/s/cdrhcustomerservice?
O=400&D=480&B=485&E=&S=E
 
 
 
 

From: Andrew Goh [mailto:chiengoh@genadyne.com] 
Sent: Thursday, April 16, 2015 12:18 PM
To: Dugard, Christopher
Cc: Preston Liu
Subject: RE: K142646 
 
Hi Christopher,

 
 
Regards,
 

 
Andrew Goh
Vice President
R&D and Regulatory Affairs
 
www.genadyne.com

 
 
Office: +1 (516) 217 0100 
 
Fax: +1 (516) 977 8974
andrew@genadyne.com

 
 
Genadyne Biotechnologies
16 Midland Ave
Hicksville, NY 11801
USA
 

 

 
This  email  and any attachments are confidential and intended exclusively for the person to whom the email  is addressed. If you are not  the intended recipient, do not  read, copy,  disclose

or  use the contents in any way. Please notify  us immediately by return email  and destroy the email  and attachments. Genadyne does not  accept any liability  for any changes made to this

email  or  attachments after  sending  by Genadyne.  You must scan this email  and attachments for viruses. The opinions expressed are not  necessarily  those of Genadyne.

Genadyne accepts no liability  for any loss, damage or  consequence, whether caused by our own negligence or  not, resulting directly or  indirectly from the use of this email  and

attachments.

 

From: Dugard, Christopher [mailto:Christopher.Dugard@fda.hhs.gov] 
Sent: Monday, April 13, 2015 9:40 AM
To: Andrew Goh

(b) (5)

(b)(4)Proprietary 
Information

(b) (5)

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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

https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
https://www.research.net/s/cdrhcustomerservice?O=400&D=480&B=485&E=&S=E
mailto:chiengoh@genadyne.com
http://www.genadyne.com/
mailto:andrew@genadyne.com
mailto:Christopher.Dugard@fda.hhs.gov


Cc: Nielsen, Joseph A. (CDRH)
Subject: K142646 
 
Dear Mr. Goh,
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Regards,
 
Christopher K. Dugard
Biologist
Plastic and Reconstructive Surgery Devices Branch 2
FDA/CDRH/ODE/DSD
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the
customer service you have received: https://www.research.net/s/cdrhcustomerservice?
O=400&D=480&B=485&E=&S=E
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K142646/S003 ENG-MECH Review

Date: April 7, 2015
To: Chris Dugard, M.S., Lead Reviewer (CDRH/ODE/DSD/PRSB2)
From: Cindy Cheng, Ph.D., Biomedical Engineer (CDRH/ODE/DSD/PRSB2)

Sponsor: Genadyne Biotechnologies
Device: XLR8 White Foam Dressing Kit
Consult due date: April 217, 2015
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II. Review Scope

III. Regulatory History

IV. Indications for Use
Genadyne XLR8 White Foam Dressing Kit is intended to be used in conjunction with the Genadyne 
A4 Wound Vacuum System (K082676) as well as the Genadyne A4-XLR8 Wound Vacuum System 
(K090638) to deliver negative pressure to the wound. Genadyne A4 & A4-XLR8 Wound Vacuum 
System is indicated for patients who would benefit from a suction device particularly as the device 
may promote wound healing by the removal of excess exudates, infectious material and tissue debris.

V. Device Description

VI. Predicate Device
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VII. Original Deficiency

VIII. Sponsor’s Response to Deficiency and Summary of Testing
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IX. Specific Questions from Lead Reviewer

X. Deficiencies
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K142646/S003 ENG-MECH Review

Date: April 7, 2015
To: Chris Dugard, M.S., Lead Reviewer (CDRH/ODE/DSD/PRSB2)
From: Cindy Cheng, Ph.D., Biomedical Engineer (CDRH/ODE/DSD/PRSB2)

Sponsor: Genadyne Biotechnologies
Device: XLR8 White Foam Dressing Kit
Consult due date: April 217, 2015
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I. ENG-MECH Recommendation
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II. Review Scope

III. Regulatory History

IV. Indications for Use
Genadyne XLR8 White Foam Dressing Kit is intended to be used in conjunction with the Genadyne 
A4 Wound Vacuum System (K082676) as well as the Genadyne A4-XLR8 Wound Vacuum System 
(K090638) to deliver negative pressure to the wound. Genadyne A4 & A4-XLR8 Wound Vacuum 
System is indicated for patients who would benefit from a suction device particularly as the device 
may promote wound healing by the removal of excess exudates, infectious material and tissue debris.

V. Device Description
The subject device is a foam dressing kit indicated for use with specific Genadyne NPWT pumps. 

The subject device is a rectangular shaped foam manufactured using a polyvinyl alcohol foam 
material, a silicone port tubing, and a transparent adhesive film dressing. This single-use dressing kit 
is housed in a Tyvek/Mylar Peel Pouch. Each product is sterilized individually. 

The foam dressing is composed of flexible polyether and polyester polyurethane foam and comes in 
the following sizes: 7.5cm x 10cm x 3.3cm, 12.5cm x 18cm x 3.3cm, and 15cm x 26cm x 3.3cm. 

VI. Predicate Device
Genadyne A4-XLR8 Foam Dressing (K092992)
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VII. Original Deficiency

VIII. Sponsor’s Response to Deficiency and Summary of Testing
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IX. Specific Questions from Lead Reviewer

X. Deficiencies

(b)(4)Proprietary Information

(b)(4)Proprietary Information

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation

10903 New Hampshire Avenue
Silver Spring, MD 20993

 
K142646-S003 | ENG-MECH Consult Page 7 of 11
 

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation

10903 New Hampshire Avenue
Silver Spring, MD 20993

 
K142646-S003 | ENG-MECH Consult Page 8 of 11
 

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation

10903 New Hampshire Avenue
Silver Spring, MD 20993

K142646-S003 | ENG-MECH Consult Page 9 of 11
 

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation

10903 New Hampshire Avenue
Silver Spring, MD 20993

 
K142646-S003 | ENG-MECH Consult Page 10 of 11
 

XI. Interactive Review

(b)(4)Proprietary Information

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation

10903 New Hampshire Avenue
Silver Spring, MD 20993

K142646-S003 | ENG-MECH Consult Page 11 of 11

Digital Signature Concurrence Table
Reviewer Sign-Off

Branch Chief Sign-Off

 

 Cindy Cheng -S 
2015.04.17 10:35:02 -04'00'

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation

10903 New Hampshire Avenue
Silver Spring, MD 20993

 
K142646-S003 | ENG-MECH Consult Page 1 of 13
 

K142646/S003 ENG-MECH Review

Date: April 22, 2015
To: Chris Dugard, M.S., Lead Reviewer (CDRH/ODE/DSD/PRSB2)
From: Cindy Cheng, Ph.D., Biomedical Engineer (CDRH/ODE/DSD/PRSB2)

Sponsor: Genadyne Biotechnologies
Device: XLR8 White Foam Dressing Kit
Consult due date: April 22, 2015

Table of Contents
I. ENG-MECH Recommendation ........................................................................................................ 1

II. Review Scope.................................................................................................................................... 2

III. Regulatory History............................................................................................................................ 2

IV. Indications for Use............................................................................................................................ 2

V. Device Description............................................................................................................................ 2

VI. Predicate Device(s) ........................................................................................................................... 2

VII. Original Deficiency........................................................................................................................... 3

VIII. Sponsor’s Response to Deficiency and Summary of Testing ........................................................... 3

IX. Deficiencies....................................................................................................................................... 6

I. ENG-MECH Recommendation
(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation

10903 New Hampshire Avenue
Silver Spring, MD 20993

 
K142646-S003 | ENG-MECH Consult Page 2 of 13
 

II. Review Scope

III. Regulatory History

IV. Indications for Use
Genadyne XLR8 White Foam Dressing Kit is intended to be used in conjunction with the Genadyne 
A4 Wound Vacuum System (K082676) as well as the Genadyne A4-XLR8 Wound Vacuum System 
(K090638) to deliver negative pressure to the wound. Genadyne A4 & A4-XLR8 Wound Vacuum 
System is indicated for patients who would benefit from a suction device particularly as the device 
may promote wound healing by the removal of excess exudates, infectious material and tissue debris.

V. Device Description
The subject device is a foam dressing kit indicated for use with specific Genadyne NPWT pumps. 

The subject device is a rectangular shaped foam manufactured using a polyvinyl alcohol foam 
material, a silicone port tubing, and a transparent adhesive film dressing. This single-use dressing kit 
is housed in a Tyvek/Mylar Peel Pouch. Each product is sterilized individually. 

The foam dressing is composed of flexible polyether and polyester polyurethane foam and comes in 
the following sizes: 7.5cm x 10cm x 3.3cm, 12.5cm x 18cm x 3.3cm, and 15cm x 26cm x 3.3cm. 

VI. Predicate Device
Genadyne A4-XLR8 Foam Dressing (K092992)

(b)(4)Proprietary Information

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation

10903 New Hampshire Avenue
Silver Spring, MD 20993

K142646-S003 | ENG-MECH Consult Page 3 of 13
 

VII. Original Deficiency

VIII. Sponsor’s Response to Deficiency and Summary of Testing

(b)(4)Proprietary Information

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation

10903 New Hampshire Avenue
Silver Spring, MD 20993

 
K142646-S003 | ENG-MECH Consult Page 4 of 13
 

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation

10903 New Hampshire Avenue
Silver Spring, MD 20993

 
K142646-S003 | ENG-MECH Consult Page 5 of 13
 

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation

10903 New Hampshire Avenue
Silver Spring, MD 20993

K142646-S003 | ENG-MECH Consult Page 6 of 13
 

IX. Specific Questions from Lead Reviewer

X. Deficiencies

(b)(4)Proprietary Information

(b)(4)Proprietary Information

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation

10903 New Hampshire Avenue
Silver Spring, MD 20993

 
K142646-S003 | ENG-MECH Consult Page 7 of 13
 

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation

10903 New Hampshire Avenue
Silver Spring, MD 20993

 
K142646-S003 | ENG-MECH Consult Page 8 of 13
 

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation

10903 New Hampshire Avenue
Silver Spring, MD 20993

K142646-S003 | ENG-MECH Consult Page 9 of 13
 

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation

10903 New Hampshire Avenue
Silver Spring, MD 20993

 
K142646-S003 | ENG-MECH Consult Page 10 of 13
 

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation

10903 New Hampshire Avenue
Silver Spring, MD 20993

 
K142646-S003 | ENG-MECH Consult Page 11 of 13
 

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation

10903 New Hampshire Avenue
Silver Spring, MD 20993

 
K142646-S003 | ENG-MECH Consult Page 12 of 13
 

XI. Interactive Review

(b)(4)Proprietary Information

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation

10903 New Hampshire Avenue
Silver Spring, MD 20993

K142646-S003 | ENG-MECH Consult Page 13 of 13

Digital Signature Concurrence Table
Reviewer Sign-Off

Branch Chief Sign-Off

 

 Cindy Cheng -S 
2015.04.22 11:52:12 -04'00'

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation

10903 New Hampshire Avenue
Silver Spring, MD 20993

 
K142646-S003 | ENG-MECH Consult Page 1 of 7
 

K142646/S003 ENG-MECH Review

Date: April 7, 2015
To: Chris Dugard, M.S., Lead Reviewer (CDRH/ODE/DSD/PRSB2)
From: Cindy Cheng, Ph.D., Biomedical Engineer (CDRH/ODE/DSD/PRSB2)

Sponsor: Genadyne Biotechnologies
Device: XLR8 White Foam Dressing Kit
Consult due date: April 20, 2015

Table of Contents
I. ENG-MECH Recommendation ........................................................................................................ 1

II. Review Scope.................................................................................................................................... 2

III. Regulatory History............................................................................................................................ 2

IV. Indications for Use............................................................................................................................ 2

V. Device Description............................................................................................................................ 2

VI. Predicate Device(s) ........................................................................................................................... 2

VII. Original Deficiency........................................................................................................................... 2

VIII. Sponsor’s Response to Deficiency and Summary of Testing ........................................................... 3

IX. Deficiencies....................................................................................................................................... 6

I. ENG-MECH Recommendation
(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation

10903 New Hampshire Avenue
Silver Spring, MD 20993

K142646-S003 | ENG-MECH Consult Page 2 of 7
 

II. Review Scope

III. Regulatory History

IV. Indications for Use
Genadyne XLR8 White Foam Dressing Kit is intended to be used in conjunction with the Genadyne 
A4 Wound Vacuum System (K082676) as well as the Genadyne A4-XLR8 Wound Vacuum System 
(K090638) to deliver negative pressure to the wound. Genadyne A4 & A4-XLR8 Wound Vacuum 
System is indicated for patients who would benefit from a suction device particularly as the device 
may promote wound healing by the removal of excess exudates, infectious material and tissue debris.

V. Device Description
The subject device is a foam dressing kit indicated for use with specific Genadyne NPWT pumps. 

The subject device is a rectangular shaped foam manufactured using a polyvinyl alcohol foam 
material, a silicone port tubing, and a transparent adhesive film dressing. This single-use dressing kit 
is housed in a Tyvek/Mylar Peel Pouch. Each product is sterilized individually. 

The foam dressing is composed of flexible polyether and polyester polyurethane foam and comes in 
the following sizes: 7.5cm x 10cm x 3.3cm, 12.5cm x 18cm x 3.3cm, and 15cm x 26cm x 3.3cm. 

VI. Predicate Device
Genadyne A4-XLR8 Foam Dressing (K092992)

VII. Original Deficiency

(b)(4)Proprietary Information

(b)(4)Proprietary Information

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation

10903 New Hampshire Avenue
Silver Spring, MD 20993

 
K142646-S003 | ENG-MECH Consult Page 3 of 7
 

VIII. Sponsor’s Response to Deficiency and Summary of Testing

(b)(4)Proprietary Information

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation

10903 New Hampshire Avenue
Silver Spring, MD 20993

 
K142646-S003 | ENG-MECH Consult Page 4 of 7
 

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation

10903 New Hampshire Avenue
Silver Spring, MD 20993

 
K142646-S003 | ENG-MECH Consult Page 5 of 7
 

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation

10903 New Hampshire Avenue
Silver Spring, MD 20993

 
K142646-S003 | ENG-MECH Consult Page 6 of 7
 

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation

10903 New Hampshire Avenue
Silver Spring, MD 20993

K142646-S003 | ENG-MECH Consult Page 7 of 7

Digital Signature Concurrence Table
Reviewer Sign-Off

Branch Chief Sign-Off

 

 Cindy Cheng -S 
2015.04.10 10:28:31 -04'00'

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



DEPARTMENT OF HEALTH & HUMAN SERVICES  Public Health Service 
 

 
Food and Drug Administration 
10903 New Hampshire Avenue 
Document Control Center - WO66-G609 
Silver Spring, MD  20993-0002
 

 
K142646/S002 
510(k) HOLDER COMPANY: Genadyne Biotechnologies, Inc. 
Trade Name: XLR8 White Foam Dressing Kit 
 
We have reviewed your Section 510(k) premarket notification of intent to market the device 
(K142646).  We cannot determine if the device is substantially equivalent to a legally marketed 
predicate device based solely on the information you provided.  To complete the review of your 
submission, we require that you address the following deficiencies. 

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



DEPARTMENT OF HEALTH & HUMAN SERVICES  Public Health Service 
 

 
Food and Drug Administration 
10903 New Hampshire Avenue 
Document Control Center - WO66-G609 
Silver Spring, MD  20993-0002
 

 
K142646/S002 
510(k) HOLDER COMPANY: Genadyne Biotechnologies, Inc. 
Trade Name: XLR8 White Foam Dressing Kit 
 
We have reviewed your Section 510(k) premarket notification of intent to market the device 
(K142646).  We cannot determine if the device is substantially equivalent to a legally marketed 
predicate device based solely on the information you provided.  To complete the review of your 
submission, we require that you address the following deficiencies. 

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



 

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



 

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



1

Consult Memorandum 
K142646/CON1424018

To:  Jiyoung Dang, Ph.D. 
 CDRH/ODE/DSD/PRSB2 

From:  Lixin Liu, Ph.D. 
 CDRH/ODE/DSD/PRSB2 

Date:  December 20, 2014 

Device: Genadyne XLR8 White Foam Dressing Kit 

Sponsor: Genadyne Biotechnologies, Inc.

Consult: Biocompatibility Consult for K142646/S002 

Introduction 

Recommendation 

  

Indications for Use 
Genadyne XLR8 White Foam Dressing kit is intended to be used in conjunction with the 
Genadyne A4-XLR8 Wound Vacuum System (K090638) to deliver negative pressure wound 
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therapy to the wound.  Genadyne A4-XLR8 Wound Vacuum System is indicated for patients 
who would benefit from a suction device particularly as the device may promote wound healing.  

XLR8 White Foam Dressing is appropriate for use on the following wounds:
Pressure ulcers 
Diabetic/Neuropathic Ulcers 
Venous insufficiency ulcers 
Traumatic wounds 
Post-operative and dehisced surgical wounds 
Skin flap and grafts 

Device Description 
Original, attachment D, page 1 

Reviewer comments 
I checked with Dr. Charles White, the previous lead reviewer about which part of the subject 
device is different from the predicate.  Dr. White said that only the rectangular shape foam part 
of subject device shown in figure 1 above is different from that of predicate. Therefore, my 
review of biocompatibility tests will focus on the foam part of the device. 
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Product Code:  
 
IV. Document Summary 
 

  
 
V. Administrative Requirements 

 
 YES NO N/ MISC 

Indications for Use page (Indicate if: 
Prescription or OTC)    x   Rx only 

Truthful and Accurate Statement   x   Attachment B 

510(k) Summary or 510(k) Statement x   Summary 
Attachment A) 

ClinicalTrials.gov Form FDA-3874 x   (a) 
Standards Form x    

 

 
VI. Device Description 

 
 YES NO N/A 
Is the device life-supporting or life sustaining?  x  
Is the device an implant (implanted longer than 30 days)?  x  
Does the device design use software?  x  
Is the device sterile? x   
Is the device reusable (not reprocessed single use)?    x  

(b)(4)Proprietary Information
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 YES NO N/A 
Are “cleaning” instructions included for the end user?   x 
 

 

VII. Indications for Use 
 

Genadyne XLR8 White Foam Dressing Kit is intended to be used in conjunction with 
the Genadyne A4-XLR8 Wound Vacuum System (K090638) to deliver negative pressure 
to the wound. Genadyne Z4-XLR8 Wound Vacuum System is indicated for patients 

(b)(4)Proprietary Information
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who would benefit from a suction device particularly as the device may promote 
wound healing.  
XLR8 White Foam Dressing is appropriate for use on the following wounds: 

Pressure ulcers 
Diabetic/neuropathic ulcers 
Venous insufficiency ulcers 
Traumatic wounds 
Post-operative and dehisced surgical wounds 
Skin flap and grafts 

 
 

(b)(4)Proprietary Information
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VIII. Predicate Device Comparison 

IX. Labeling 
 

(b)(4)Proprietary Information
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X. Sterilization/Reuse 

Review Template for Sterile Devices  
 

1. Sterilant: YES NO 

a. Sterilization method description  
(e.g., Steam, EtO, Radiation):  

  

b. Dose, for radiation  
(e.g., 25 – 50 kGy): 

  

c. Sterilant residuals remaining on the device: 
For EO, the maximum levels of residuals of EO and 
ethylene chlorhydrin that remain on the device (note: 
not to include ethylene glycol residual level because 
the recognized standard, "ANSI/AAMI/ISO 10993-
7:1995 Biological Evaluation of Medical Devices – Part 
7: Ethylene Oxide sterilization residuals," does not 
include measurement of ethylene glycol residuals);  

  

2. A description of the Validation Method for the 
sterilization cycle (not data):  
(Full citation of an FDA recognized standard is 
recommended 

  

(b)(4)Proprietary Information
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(e.g., ANSI/AAMI/ISO 11135)) 

3. Sterility assurance level (SAL):  
(e.g., 10-6 for all devices (except 10-3 for devices that 
contact intact skin)) 

  

4. Is it labeled “Pyrogen Free”?    

If so, a description of the method:  
(e.g., LAL (Limulus Amebocyte Lysate test)) 

  

5. A description of the packaging  
(not including package integrity test data):   

  

 

XI. Shelf Life/Stability Testing 
 

(b)(4)Proprietary Information
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XII. Biocompatibility 

(b)(4)Proprietary Information
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XIII. Software 
Not applicable. 
 

XIV. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety 
Not applicable. 
 

XV. Performance Testing – Bench 

 
XVI. Performance Testing – Animal 

 
Animal testing is not needed to determine substantial equivalence  
 

XVII. Performance Testing – Clinical 
 
Animal testing is not needed to determine substantial equivalence  
 

XVIII. Substantial Equivalence Discussion 
 
Note:  Use the 510(k) Decision Tree to assist in decision-making process.  Please 
complete the following table and answer the corresponding questions.  "Yes" 
responses to questions 2, 4, 6, and 9, and every "no" response requires an 
explanation. 
 

 YES NO  

1. Same Indication Statement? x  If YES = Go To 3 
2. Do Differences Alter The Effect Or Raise 
New Issues of Safety Or Effectiveness?    If YES = Stop NSE 

3. Same Technological Characteristics? x  If YES = Go To 5 
4. Could The New Characteristics Affect 
Safety Or Effectiveness?   If YES = Go To 6 

5. Descriptive Characteristics Precise Enough?  x If NO = Go To 8 

(b)(4)Proprietary Information
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If YES = Stop SE 
6. New Types Of Safety Or Effectiveness 
Questions?   If YES = Stop NSE 

7. Accepted Scientific Methods Exist?   If NO = Stop NSE 
8. Performance Data Available?  x If NO = Request Data 
9. Data Demonstrate Equivalence?   Final Decision: 

 
1. Explain how the new indication differs from the predicate device's indication: 
2. Explain why there is or is not a new effect or safety or effectiveness issue: 
3. Describe the new technological characteristics: 
4. Explain how new characteristics could or could not affect safety or effectiveness: 
5. Explain how descriptive characteristics are not precise enough: 
Testing is needed to demonstrate substantial equivalence in safety (through 
biocompatibility testing, labeling content) and performance (through simulated wound 
testing, stability testing).  
6. Explain new types of safety or effectiveness question(s) raised or why the 

question(s) are not new: 
7. Explain why existing scientific methods can not be used: 
8. Explain what performance data is needed: 
Bench testing is needed to demonstrate performance; most of the test reports 
provided require further clarification to understand whether the subject device was 
evaluated and whether the test methods used are appropriate – see deficiencies below 
for further details 
9. Explain how the performance data demonstrates that the device is or is not 

substantially equivalent: 
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XIX. Deficiencies 
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(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



 
K142646.S002 Review Memo.docx 

17

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



 
K142646.S002 Review Memo.docx 

18

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



 
K142646.S002 Review Memo.docx 

19

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



 
K142646.S002 Review Memo.docx 

20

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



 
K142646.S002 Review Memo.docx 

21

 

XX. Contact History 
 

 
  
          

 

(b)(4)Proprietary Information

(b)(4)Proprietary Information

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



From: Cheng, Cindy
To: Dugard, Christopher; Nielsen, Joseph A. (CDRH)
Subject: ENG consult K142646
Date: Friday, April 10, 2015 10:31:59 AM
Attachments: K142646- .ENG-MECH.Consult.pdf

Hi Chris –
 
Here is my consult for Genadyne’s XLR8 white foam dressing kit. 

 
Thanks!
Cindy

(b)
(4)
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From: CDRH Center Tracking System
To: Dugard, Christopher
Subject: CTS Assignment Notification: K142646/S003 has been assigned to you
Date: Tuesday, March 31, 2015 8:56:30 AM

March 31, 2015

This document has been assigned to you in the Center Tracking System (CTS). 

Document
# : K142646/S003

Document
Type : 510(k)

Workflow
State : Requires Recommendation

Assignor : Joseph Nielsen [JAN4]

You may visit the Center Tracking System (CTS) at:

 

Please contact Joseph Nielsen [JAN4] at joseph.nielsen@fda.hhs.gov or at 240-276-

3621 if you have any questions or comments. 

If you would like NOT to receive these messages in the future, please uncheck
'Receive Assignment Email Notification' checkbox 

in the User Preferences section of your CTS user profile, accessible through the
toolbar in CTS. 

*** This is a system-generated email notification ***
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Contains Nonbinding Recommendations 
  

Acceptance Checklist 

for Traditional 510(k)s 
(Should be completed within 15 days of DCC receipt) 

The following information is not intended to serve as a comprehensive review.

Center for Devices and Radiological Health 
Office of Device Evaluation & Office of In-Vitro Diagnostics

Department of Health & Human Services    
Food and Drug Administration

Print Form

510(k) #:               K142646 Date Received by DCC: Sep 17, 2014

Lead Reviewer: Charles J. White

Branch: PRSB2 Division: DSD Center/Office: CDRH/ODE

Note: If an element is left blank on the checklist, it does not mean the checklist is incomplete. It means the reviewer did not assess the 
element during RTA and the element will be assessed during the substantive review. 

Preliminary Questions

Answers in the shaded blocks indicate consultations with Center advisor is needed Yes No

1)  Is the product a device (per section 201(h) of the FD&C Act) or a combination product (per 21 CFR 3.2(e)) 

with a device constituent part subject to review in a 510(k)?  

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

Comments?

2. Is the application with the appropriate Center?  

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

3) If a Request for Designation was submitted for the device or combination product with a device constituent 

part and assigned to your center, identify the RFD # and confirm the following:   

a) Is the device or combination product the same (e.g., design, formulation) as that presented in the RFD 
submission? 

b) Are the indications for use for the device or combination product identified in the 510(k) the same as those 
identified in the RFD submission ? 

If you believe the product or the indications presented in the 510(k) have changed from the RFD, or you are unsure, 
consult with the CDRH Jurisdictional Officer or appropriate CBER Jurisdiction Liaison to determine the appropriate 
action and inform your division management. Provide summary of Jurisdictional Officer's/Liaison's determination.  

If the answer to either question is no, mark "No." If there was no RFD, skip this question.

Comments?

4) Is this device type eligible for a 510(k) submission?   

If a 510(k) does not appear to be appropriate (e.g., Class III type and PMA required, or Class I or II type and 510(k)-
exempt), you should consult with the CDRH 510(k) Program Director or appropriate CBER staff during the 
acceptance review. If 510(k) is not the appropriate regulatory submission, mark "No."

Comments?
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5) Is there a pending PMA for the same device with the same indications for use?   

If yes, consult division management and the CDRH 510(k) Program Director or appropriate CBER staff to determine 
the appropriate action.

Comments?

6) If clinical studies have been submitted, is the submitter the subject of an Application Integrity Policy (AIP)?   

If yes, consult with the CDRH Office of Compliance/Division of Bioresearch Monitoring (OC/DBM - BIMO) or CBER 
Office of Compliance and Biologics Quality/Division of Inspections and Surveillance/Bioresearch Monitoring Branch 
(OCBQ/DIS/BMB) to determine the appropriate action.  Check on web at http://www.fda.gov/ICECI/
EnforcementActions/ApplicationIntegrityPolicy/ucm134453.htm 

Comments?

If the answer to 1 or 2 appears to be "No," then stop review of the 510(k) and issue the "Original Jurisdictional Product" letter.  
If the answer to 3a or 3b appears to be "No," then stop the review and contact the CDRH Jurisdictional Officer or CBER Office of Jurisdiction Liaison. 
If the answer to 4 is "No," the lead reviewer should consult division management and other Center resources to determine the appropriate action.  
If the answer to 5 is "Yes," then stop review of the 510(k), contact the CDRH 510(k) Staff and PMA Staff, or appropriate CBER staff.  
If the answer to 6 is "Yes," then contact CDRH/OC/DBM-BIMO or CBER/OCBQ/DIS/BMB, provide a summary of the discussion with the BIMO Staff, and indicate BIMO's 
recommendation/action. 
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Organizational Elements 
  

Failure to include these items alone generally should not result in an RTA designation.

Yes No

1)  Submission contains a Table of Contents

2)  Each section is labeled (e.g., headings or tabs designating Device Description section, Labeling section, etc.)

3)  All pages of the submission are numbered. 

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

Comments? We recommend that all pages in the submission are numbered.
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Elements of a Complete Submission (RTA Items) 

(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed.

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but needed.  
- Any “No” answer will result in a “Refuse to Accept” decision. 
- Each element on the checklist should be addressed within the submission. An applicant may 
provide a rationale for omission for any criteria that are deemed not applicable. If a rationale is 
provided, the criteria is considered Present (Yes). An assessment of the rationale will be considered 
during the review of the submission. 

Yes No N/A Comment

A. Administrative

1) All content used to support the submission is written in English (including translations of test 
reports, literature articles, etc.)

2) Submission identifies the following (such as in CDRH Premarket Review Submission Cover Sheet 
(Form 3514) or 510(k) cover letter):

 a) Device trade name or proprietary name

 b) Device common name

 c) Device class and panel or 
Classification regulation or 
Statement that device has not been classified with rationale for that conclusion

3) Submission contains Indications for Use Statement with Rx and/or OTC designation (see also 21 
CFR 801.109). 

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

 a) Summary contains all elements per 21 CFR 807.92 (See also 510(k) Summary Checklist)

 b) Statement contains all elements per 21 CFR 807.93

5) Submission contains Truthful and Accuracy Statement per 21 CFR 807.87(k) See recommended format.

6) Submission contains Class III Summary and Certification. See recommended content. 

7) Submission contains clinical data

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

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

 a) If there were prior submissions, the submitter has identified where in the current 
submission any issues related to a determination of substantial equivalence outlined in 
prior communications are addressed. For additional information regarding the Pre-
Submission process, please refer to the Draft Guidance “Medical Devices: The Pre-
Submission Program and Meetings with FDA Staff.”  Once finalized, this guidance will 
represent the Agency's current thinking on this topic.

Comments? Please state if there are any prior submissions for this device.

B. Device Description

10)
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Elements of a Complete Submission (RTA Items) 

(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed.

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but needed.  
- Any “No” answer will result in a “Refuse to Accept” decision. 
- Each element on the checklist should be addressed within the submission. An applicant may 
provide a rationale for omission for any criteria that are deemed not applicable. If a rationale is 
provided, the criteria is considered Present (Yes). An assessment of the rationale will be considered 
during the review of the submission. 

Yes No N/A Comment

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

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

11) Descriptive information is present and consistent within the submission (e.g., the device 
description section is consistent with the device description in the labeling), including:

 a) A description of the principle of operation and mechanism of action for achieving the 
intended effect.

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

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

12) Submission contains representative engineering drawing(s), schematics, illustrations and/or 
figures of the device that are clear,  legible, labeled, and include dimensions.

Comments? Please include the dimensions for the length and width of the adhesive film dressing.

13) If device is intended to be marketed with multiple components, accessories, and/or as part of a 
system

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

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

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

C. Substantial Equivalence Discussion

14) Submitter has identified a predicate device.

 a) Predicate's 510(k) number, trade name, and model number (if applicable) provided. 

For predicates that are preamendments devices, information is provided to document 
preamendments status. Information regarding documenting preamendment status is 
available online. 

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

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

 a) Indications for Use

 b) Technology, including features, materials, and principles of operation
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Elements of a Complete Submission (RTA Items) 

(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed.

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but needed.  
- Any “No” answer will result in a “Refuse to Accept” decision. 
- Each element on the checklist should be addressed within the submission. An applicant may 
provide a rationale for omission for any criteria that are deemed not applicable. If a rationale is 
provided, the criteria is considered Present (Yes). An assessment of the rationale will be considered 
during the review of the submission. 

Yes No N/A Comment

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

Comments? Please discuss the differences in between the predicate device and the subject device, 
specifically the foam dressing material and the differences in foam dressing material dimensions 
and thickness, and how these differences affect the performance, safety and effectiveness of the 
foam dressing material, and equivalence of the subject device with the predicate. 

D. Proposed Labeling (see also 21 CFR part 801)

If in vitro diagnostic (IVD) device, criteria 17 & 19 may be omitted. 

17) Submission includes proposed package labels and labeling (e.g., instructions for use, package 
insert, operator's manual) that include a description of the device, its intended use, and the 
directions for use. 

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

 b) Submission includes directions for use that 

 - include statements of all conditions, purposes or uses for which the device is intended 
(e.g., hazards, warnings, precautions, contraindications) AND 

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

Comments? Please include directions for use for the subject device include statements of all conditions, 
purposes or uses for which the device is intended (e.g., hazards, warnings, precautions, 
contraindications)

18) If indicated for prescription use, labeling includes the prescription use statement (see 21 CFR 
801.109(b)(1)) or “Rx only” symbol [See also Alternative to Certain Prescription Device Labeling 
Requirements] 

19) General labeling provisions

 a) Labeling includes name and place of business of the manufacturer, packer, or distributor 
(21 CFR 801.1).

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

20) 

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

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

(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed.

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but needed.  
- Any “No” answer will result in a “Refuse to Accept” decision. 
- Each element on the checklist should be addressed within the submission. An applicant may 
provide a rationale for omission for any criteria that are deemed not applicable. If a rationale is 
provided, the criteria is considered Present (Yes). An assessment of the rationale will be considered 
during the review of the submission. 

Yes No N/A Comment

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

21) If the device is an in vitro diagnostic device, provided labeling includes all applicable 
information required per 21 CFR 809.10. 

E. Sterilization

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

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

provided sterile

provided non-sterile but sterilized by the end user

non-sterile when used

Information regarding the sterility status of the device is not provided.

This information will determine whether and what type of additional information may be necessary for 
a substantial equivalence determination.

22) Assessment of the need for sterilization information

 a) Identification of device, and/or accessories, and/or components that are provided sterile.

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

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

23) If the device, and/or accessory, and/or a component is provided sterile:

 a) Sterilization method is stated for each component (including parameters such as dry 
time for steam sterilization, radiation dose, etc.).

 b) A description of method to validate the sterilization parameters (e.g., half-cycle method 
and full citation of FDA-recognized standard, including date) is provided for each 
proposed sterilization method. Note, the sterilization validation report is not required.

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

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

 e) Sterility Assurance Level (SAL) is stated.

Comments? You have provided the sterilization report for the Fuzhou Foreking Medical PVA White Foam. 
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Elements of a Complete Submission (RTA Items) 

(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed.

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but needed.  
- Any “No” answer will result in a “Refuse to Accept” decision. 
- Each element on the checklist should be addressed within the submission. An applicant may 
provide a rationale for omission for any criteria that are deemed not applicable. If a rationale is 
provided, the criteria is considered Present (Yes). An assessment of the rationale will be considered 
during the review of the submission. 

Yes No N/A Comment

Please clarify if the Fuzhou Foreking Medical PVA White Foam refers to the subject device (XLR8 
White Foam). 
 
Also, please provide Sterilization method for the other components of the kit that are provided 
sterile. 
 
Please provide the Sterility Assurance Level (SAL).

24) If the device, and/or accessory, and/or a component is end user sterilized:

25) 

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

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

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

F. Shelf Life

26) Proposed shelf life/expiration date stated

27) For sterile device, submission includes summary of methods used to establish that device will 
remain sterile through the proposed shelf life or a rationale for why testing to establish shelf life 
is not applicable.

28) Submission includes summary of methods used to establish that device performance is not 
adversely affected by aging or includes a rationale for why the storage conditions are not 
expected to affect device safety or effectiveness.

G. Biocompatibility

If IVD device, select "N/A" and the below criteria will be omitted from checklist.

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

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

are no direct or indirect (e.g., through fluid infusion) patient-contacting components.

Information regarding the patient contact status of the device is not provided.

This information will determine whether and what type of additional information may be necessary for 
a substantial equivalence determination.

Records processed under FOIA Request # 2017-5835; Released by CDRH on 01-18-2018 

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



Page 9 of 11

Elements of a Complete Submission (RTA Items) 

(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed.

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but needed.  
- Any “No” answer will result in a “Refuse to Accept” decision. 
- Each element on the checklist should be addressed within the submission. An applicant may 
provide a rationale for omission for any criteria that are deemed not applicable. If a rationale is 
provided, the criteria is considered Present (Yes). An assessment of the rationale will be considered 
during the review of the submission. 

Yes No N/A Comment

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

30) Submission identifies contact classification (e.g., surface-contacting, less then 24 hour duration, 
etc.)

31) Biocompatibility assessment of patient-contacting components  

Submission includes: 

Test protocol (including identification and description of test article), methods, pass/fail criteria, 
and results provided for each completed test, OR  

a statement that biocompatibility testing is not needed with a rationale (e.g., materials and 
manufacturing/processing are identical to the predicate). 

H. Software

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

does contain software/firmware.

does not contain software/firmware.

Information regarding whether the device contains software is not provided.

This information will determine whether and what type of additional information may be necessary for 
a substantial equivalence determination.

I. EMC and Electrical Safety

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

does require EMC and Electrical Safety evaluation.

does not require EMC and Electrical Safety evaluation.

Information regarding whether the device requires EMC and Electrical Safety evaluation is not provided.

This information will determine whether and what type of additional information may be necessary for 
a substantial equivalence determination.

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

36) Full test report is provided for each completed test. A full test report includes: objective of the 
test, description of the test methods and procedures, study endpoint(s), pre-defined pass/fail 
criteria, results summary, conclusions, and an explanation of how the data generated from the 
test supports a finding of substantial equivalence.

37)

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

(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed.

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but needed.  
- Any “No” answer will result in a “Refuse to Accept” decision. 
- Each element on the checklist should be addressed within the submission. An applicant may 
provide a rationale for omission for any criteria that are deemed not applicable. If a rationale is 
provided, the criteria is considered Present (Yes). An assessment of the rationale will be considered 
during the review of the submission. 

Yes No N/A Comment

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

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

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

39) For each completed nonclinical (i.e., animal) study conducted

 a) Submission includes a study protocol which includes all elements as outlined in 21 CFR 
58.120.

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

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

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

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

is an in vitro diagnostic device.

is not an in vitro diagnostic device.
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Decision: Accept Refuse to Accept

If Accept, notify applicant.

If Refuse to Accept, notify applicant in writing and include a copy of this checklist.

Digital Signature Concurrence Table

Reviewer Sign-Off

 
Branch Chief Sign-Off 
(digital signature 
optional)*

Division Sign-Off  
(digital signature 
optional)*

* Branch and Division review of checklist and concurrence with decision required.  
Branch and Division digital signature optional.  

 

 Charles White -S 
2014.10.01 
15:41:56 -04'00'

 

 Jiyoung Dang -S 
2014.10.01 21:01:15 -04'00'

 Binita S. Ashar -S 
2014.10.01 21:56:27 -04'00'
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