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510(k) Summary 

Avery Dennison Corporation 

ReliaTectTM Post-Op Dressing with CHG  
 
 

1. Submitter Information 

 

Name:   Avery Dennison Corporation 
Address:  7100 Lindsay Drive   
   Mentor, Ohio  44060 
Telephone Number: + 1 (440) 534-6000 
 
Contact Person: Lisa Bartakovics 
Telephone Number: +1 (312) 206-6159 
Email:   Lisa.Bartakovics@averydennison.com 
 
Date Prepared: December 15, 2016 
 

2. Device Name 

 

Trade Name:  ReliaTectTM Post-Op Dressing with CHG 
Common Name:  Dressing, Wound, Drug 
Classification Name: Unclassified 
Product Code:  FRO 
 

3. Predicate Device(s) 

 

 Predicate Device- Covalon SurgiClearTM K121819  
 Reference Device- Avery Dennison Benehold CHG Transparent Film 

Dressing  K113836 
 

4. Device Description 

 

The ReliaTectTM Post-Op Dressing with CHG is a transparent adhesive dressing 
integrated with Chlorhexidine Gluconate (CHG), a well-known antiseptic agent 
with broad-spectrum antimicrobial activity. 

In vitro testing (barrier and log reduction) demonstrates the ReliaTectTM Post-Op 
Dressing with CHG provides an effective barrier against external contamination 
including fluids (waterproof) and a variety of gram-positive bacteria, gram-
negative bacteria, and yeast within the dressing including: Staphylococcus 
aureus, Staphylococcus aureus (MRSA), Staphylococcus epidermidis, 
Enterococcus faecalis (VRE), Escherichia coli, Pseudomonas aeruginosa, 
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Enterobacter aerogenes, Klebsiella pneumonia, and Candid albicans. Reduction 
in the colonization or microbial growth on the device has not been shown to 
correlate with a reduction in infections in patients. Clinical studies to evaluate 
reduction in infection have not been performed. 

  
 

5. Indications for Use 

 

The ReliaTectTM Post-Op Dressing with CHG is intended to cover and protect a 
wound caused by percutaneous medical devices such as drains, chest tubes, 
orthopedic pins, fixtures, and wires.  
 
ReliaTectTM may also be used to cover and secure a primary dressing.  
 
ReliaTectTM inhibits microbial growth within the dressing and prevents external 
contamination. 
 

6. Technological Characteristics and Substantial Equivalence 

 

The ReliaTectTM Post-Op Dressing with CHG is substantially equivalent to the 
commercially available Covalon SurgiClearTM device (K121819). Bench testing 
studies, including antimicrobial efficacy, demonstrate the two devices have 
comparable performance. The Intended Use of the ReliaTectTM is equivalent to 
the SurgiClearTM device.   
 

7. Performance Testing 

 

Performance testing was completed on various characteristics to ensure product 
requirements were satisfied as well as for comparison against the predicate 
product.  The acceptance criteria were met for all characteristics and comparison 
against the predicate demonstrated equivalent performance.  Performance tests 
included: 

 Fluid Handling Capacity 
 Static Absorption 
 Moisture Vapor Transmission Rate 
 Peel Adhesion to Polyethylene 
 Liner Release 
 Antimicrobial Effectiveness 
 Transparency 
 Peel Adhesion to Sutures 

 
Antimicrobial effectiveness testing performed demonstrates that the presence of 
CHG within the dressing inhibits microbial growth within the dressing. 
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8. Animal Study 

 

The ReliaTectTM Post-Op Dressing with CHG was subjected to a wound healing 
evaluation through a porcine study.  The objective of this study was to evaluate 
the wound healing impact of the Post-Op dressing with an active antimicrobial 
agent on full thickness incisional wounds in Yucatan miniature swine. Results of 
the study demonstrate the ReliaTectTM Post-Op Dressing and the predicate 
device achieved equivalent performance. 
 

 

9. Conclusion 

 

The ReliaTectTM Post-Op Dressing with CHG is substantially equivalent to the 
Covalon SurgiClearTM device. Bench and Animal performance testing, including 
antimicrobial effectiveness, demonstrate the two devices are substantially 
equivalent for their intended use. 
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4) Is this device type eligible for a 510(k) submission?   

If a 510(k) does not appear to be appropriate (e.g., Class III type and PMA required, or Class I or II type and 
510(k)-exempt), you should consult with the CDRH 510(k) Program Director or appropriate CBER staff 
during the acceptance review. If 510(k) is not the appropriate regulatory submission, mark "No."

Comments:

5) Is there a pending PMA for the same device with the same indications for use?   

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) 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  

If no clinical studies have been submitted, mark "N/A." 

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 or CBER/OCBQ/DIS/BMB, provide a summary of the discussion with DBM or BMB Staff, and indicate their 
recommendation/action. 
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Organizational Elements  
Failure to include these items should not result in an RTA designation.

*Submitters including the checklist with their submission should identify the page numbers where requested 
information located. Use the comments section for an element if additional space is needed to identify the 
location of supporting information.

Yes No *Page #

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:

Elements of a Complete Submission (RTA Items) 

(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed.

- Any “No” answer will result in a “Refuse to Accept” decision; however, FDA staff has discretion to determine whether missing items 
are needed to ensure that the submission is administratively complete to allow the submission to be accepted or to request missing 
checklist items interactively from submitters during RTA review. 

- Each element on the checklist should be addressed within the submission. The submitter may provide a rationale for omission for 
any criteria that are deemed not applicable. If a rationale is provided, the criterion is considered present (Yes). An assessment of the 
rationale will be considered during the review of the submission. 
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Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but 
needed.  
  
*Submitters including the checklist with their submission should identify the page 
numbers where requested information is located. Use the comments section for an 
element if additional space is needed to identify the location of supporting information. 

Yes No N/A Comment *Page #

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 (FDA recommends use of the CDRH Premarket 
Review Submission Cover Sheet form [Form 3514]):

 a) Device trade/proprietary name

 b) Device class and panel or 
Classification regulation or 
Statement that device has not been classified with rationale for that conclusion

3) Submission contains an Indication for Use Statement with Rx and/or OTC designated 
(see also 21 CFR 801.109, and FDA's guidance “Alternative to Certain Prescription 
Devices Labeling Requirements.”) See recommended format . 
(http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/
UCM360431.pdf). 

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

5) Submission contains a Truthful and Accuracy Statement per 21 CFR 807.87(k)  
See recommended format. 
(http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
HowtoMarketYourDevice/PremarketSubmissions/PremarketNotification510k/
ucm142707.htm).

6) Submission is a Class III 510(k) device. 

7) Submission contains clinical data

8) The submission identifies prior submissions for the same device included in the current 
submission (e.g., submission numbers for a prior not substantially equivalent [NSE] 
determination, prior deleted or withdrawn 510(k), Pre-Submission, IDE, PMA, etc.). 
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 from prior submissions for this device are addressed. 

B. Device Description

9) The device has a device-specific guidance document, special controls document, and/or 
requirements in a device-specific regulation regarding device description that is 
applicable to the subject device.

10) Descriptive information is present and consistent within the submission (e.g., the 
device description section is consistent with the device description in the labeling).

11) The submission includes descriptive information for the device, including the 
following:

 a) A description of the principle of operation or mechanism of action for achieving 
the intended effect.

(b)(4) Confidential and Proprietary Information 

(b)(4) Confidential and Proprietary 
Information 
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Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but 
needed.  
  
*Submitters including the checklist with their submission should identify the page 
numbers where requested information is located. Use the comments section for an 
element if additional space is needed to identify the location of supporting information. 

Yes No N/A Comment *Page #

 b) Labeling includes: 
- Statements of conditions, purposes or uses for which the device is intended 
(e.g., hazards, warnings, precautions, contraindications)  (21 CFR 801.5)  
AND 

- Includes adequate directions for use (see 21 CFR 801.5)  
OR 

- Submission states that device qualifies for exemption per 21 CFR 801 Subpart 
D

16) Labeling includes name and place of business of the manufacturer, packer, or 
distributor (21 CFR 801.1).

17) Labeling includes the prescription statement [see 21 CFR 801.109(b)(1)] or Rx Only 
symbol (see also Section 502(a) of the FD&C Act and FDA's guidance "Alternative to 
Certain Prescription Device Labeling Requirements").

18) The device has a device-specific guidance document, special controls document, and/
or requirements in a device-specific regulation regarding labeling that is applicable to 
the subject device. 

19) If the device is an in vitro diagnostic device, provided labeling includes all applicable 
information required per 21 CFR 809.10. 

E. Sterilization

If an in vitro diagnostic (IVD) device and sterilization is not applicable, select "N/A." The 
criteria in this section will be omitted from the checklist if "N/A" is selected.

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

Provided sterile, intended to be single-use

Requires processing during its use-life

Non-sterile when used (and no processing required)

Information regarding the sterility status of the device is not provided. (If this 
box is checked, please also check one of the two boxes below.)  

Sterility status not needed for this device (e.g., software-only device)

Sterility status needed or need unclear

This information will determine whether and what type of additional information may be 
necessary for a substantial equivalence determination.  
Please refer to the guidance document titled “Reprocessing Medical Devices in Health Care 
Settings: Validation Methods and Labeling” for additional information.

20) Assessment of the need for cleaning and subsequent disinfection or 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 or disinfected. 

 c) Identification of device, and/or accessories, and/or components that are 
reusable. 

21) If the device, and/or accessory, and/or a component is provided sterile:

(b)(4) Confidential and Proprietary 
Information 

(b)(4) Confidential and Proprietary 
Information 

(b)(4) Confidential 
and Proprietary 
Information 
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Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but 
needed.  
  
*Submitters including the checklist with their submission should identify the page 
numbers where requested information is located. Use the comments section for an 
element if additional space is needed to identify the location of supporting information. 

Yes No N/A Comment *Page #

 a) Sterilization method is stated for each component (including dose for radiation 
sterilization).

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

 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) Sterility Assurance Level (SAL) is stated.  

 e) Submission includes description of packaging.

 f) For products labeled “non-pyrogenic,” a description of the method used to 
make the determination stated (e.g., limulus amebocyte lysate [LAL]). 

22) If the device, and/or accessory, and/or a component is reusable or end user sterilized or 
disinfected: 

23) The device has a device-specific guidance document, special controls document, and/
or requirement in a device-specific regulation regarding sterility and/or reprocessing 
that is applicable to the subject device. 

F. Shelf Life

24) Proposed shelf life/expiration date stated 
OR 

Statement that shelf-life is not applicable because of low likelihood of time-dependent 
product degradation

25) For a sterile device, submission includes summary of methods used to establish that 
device packaging will maintain a sterile barrier for the entirety of the proposed shelf 
life.

26) Submission includes summary of methods used to establish that device performance is 
maintained for the entirety of the proposed shelf-life (e.g., mechanical properties, 
coating integrity, pH, osmolality, etc.). 
OR 

Statement why performance data is not needed to establish maintenance of device 
performance characteristics over the shelf-life period.

G. Biocompatibility

If an vitro diagnostic (IVD) device, select “N/A.” The criteria in this section will be omitted from 
the checklist if “N/A” is selected.

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

Are direct or indirect patient-contacting components.

Are no direct or indirect patient-contacting components.

Information regarding patient contact status of the device is not provided (if 
this box checked, please also check one of the two boxes below).

Patient contact information not needed for this device (e.g., software-only device)

Patient contact information needed or need unclear

This information will determine whether and what type of additional information may be 
necessary for a substantial equivalence determination.

(b)(4) Confidential and Proprietary 
Information 

(b)(4) Confidential and Proprietary 
Information 

(b)(4) 
Confidential and 
Proprietary 
Information 
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Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but 
needed.  
  
*Submitters including the checklist with their submission should identify the page 
numbers where requested information is located. Use the comments section for an 
element if additional space is needed to identify the location of supporting information. 

Yes No N/A Comment *Page #

27) Submission includes a list identifying each of patient-contacting device component 
(e.g., implant, delivery catheter) and associated materials of construction for each 
component, including identification of color additives, if present. 

28) Submission identifies contact classification (e.g., surface-contacting, less then 24 hour 
duration) for each patient-contacting device component (e.g., implant, delivery 
catheter)

29) 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 on whether device contains software/firmware is not provided. (If 
this box is checked, please also check one of the two boxes below.) 

Software/firmware information not needed for this device (e.g., surgical suture, condom)

Software/firmware information is needed or need unclear

This information will determine whether and what type of additional information may be 
necessary for a substantial equivalence determination. 

I. Electrical Safety and EMC

Electrical Safety 

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

Does require electrical safety evaluation

Does not require electrical safety evaluation

Information on whether device requires electrical safety evaluation is not 
provided. (If this box is checked, please also check one of the two boxes 
below.) 

Electrical safety information not needed for this device (e.g., surgical suture, condom)

Electrical safety information is needed or need unclear

This information will determine whether and what type of additional information may be 
necessary for a substantial equivalence determination.

EMC 

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

Does require EMC evaluation

Does not require EMC evaluation

(b)(4) Confidential and Proprietary 
Information 
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Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but 
needed.  
  
*Submitters including the checklist with their submission should identify the page 
numbers where requested information is located. Use the comments section for an 
element if additional space is needed to identify the location of supporting information. 

Yes No N/A Comment *Page #

Information on whether device requires EMC evaluation is not provided. (If 
this box is checked, please also check one of the two boxes below.) 

EMC information not needed for this device (e.g., surgical suture, condom)

EMC information is needed or need unclear

This information will determine whether and what type of additional information may be 
necessary for a substantial equivalence determination. 

J. Performance Data - General

If an in vitro diagnostic (IVD) device, select "N/A." The criteria in this section will be omitted 
from checklist if "N/A" is selected. Performance data criteria relating to IVD devices is 
addressed in Section K.

34) 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. 

 a) Submission includes an explanation of how the data generated from each test 
report supports a finding of substantial equivalence (e.g., comparison to 
predicate device testing, dimensional analysis, etc.).

35) The device has a device-specific guidance document, special controls document, and/
or requirements in a device-specific regulation regarding performance data that is 
applicable to the subject device. 

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

 a) Legible reprints or a summary of each article.

 b) Discussion of how each article is applicable to support the substantial 
equivalence of the subject device to the predicate.

37) For each completed animal study, the submission provides the following:

 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.

If “is not” is selected, the performance data-related criteria below are omitted from the checklist.

(b)(4) Confidential and Proprietary 
Information 
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Food and Drug Administration
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Document Control Center - WO66-G609
Silver Spring, MD  20993-0002

March 29, 2017

Avery Dennison Corporation
Ms. Lisa Bartakovics
Director of Global Regulatory Affairs
7100 Lindsay Dr., Bldg. 14
Mentor, Ohio 44060 

Re: K163529
Trade/Device Name: Reliatect Post-op Dressing With CHG (8cm X 15cm), Reliatect Post-

op Dressing With CHG (10cm X 25cm)
Regulatory Class:  Unclassified
Product Code:  FRO
Dated:  February 20, 2017
Received:  February 23, 2017

Dear Ms. Bartakovics:

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 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.
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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" (21 CFR 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,

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

for

David Krause -S
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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 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.
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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" (21 CFR 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,

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

for

David Krause -S
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510(k) Summary 

Avery Dennison Corporation 

ReliaTectTM Post-Op Dressing with CHG  
 
 

1. Submitter Information 

 

Name:   Avery Dennison Corporation 
Address:  7100 Lindsay Drive   
   Mentor, Ohio  44060 
Telephone Number: + 1 (440) 534-6000 
 
Contact Person: Lisa Bartakovics 
Telephone Number: +1 (312) 206-6159 
Email:   Lisa.Bartakovics@averydennison.com 
 
Date Prepared: December 15, 2016 
 

2. Device Name 

 

Trade Name:  ReliaTectTM Post-Op Dressing with CHG 
Common Name:  Dressing, Wound, Drug 
Classification Name: Unclassified 
Product Code:  FRO 
 

3. Predicate Device(s) 

 

 Predicate Device- Covalon SurgiClearTM K121819  
 Reference Device- Avery Dennison Benehold CHG Transparent Film 

Dressing  K113836 
 

4. Device Description 

 

The ReliaTectTM Post-Op Dressing with CHG is a transparent adhesive dressing 
integrated with Chlorhexidine Gluconate (CHG), a well-known antiseptic agent 
with broad-spectrum antimicrobial activity. 

In vitro testing (barrier and log reduction) demonstrates the ReliaTectTM Post-Op 
Dressing with CHG provides an effective barrier against external contamination 
including fluids (waterproof) and a variety of gram-positive bacteria, gram-
negative bacteria, and yeast within the dressing including: Staphylococcus 
aureus, Staphylococcus aureus (MRSA), Staphylococcus epidermidis, 
Enterococcus faecalis (VRE), Escherichia coli, Pseudomonas aeruginosa, 
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Enterobacter aerogenes, Klebsiella pneumonia, and Candid albicans. Reduction 
in the colonization or microbial growth on the device has not been shown to 
correlate with a reduction in infections in patients. Clinical studies to evaluate 
reduction in infection have not been performed. 

  
 

5. Indications for Use 

 

The ReliaTectTM Post-Op Dressing with CHG is intended to cover and protect a 
wound caused by percutaneous medical devices such as drains, chest tubes, 
orthopedic pins, fixtures, and wires.  
 
ReliaTectTM may also be used to cover and secure a primary dressing.  
 
ReliaTectTM inhibits microbial growth within the dressing and prevents external 
contamination. 
 

6. Technological Characteristics and Substantial Equivalence 

 

The ReliaTectTM Post-Op Dressing with CHG is substantially equivalent to the 
commercially available Covalon SurgiClearTM device (K121819). Bench testing 
studies, including antimicrobial efficacy, demonstrate the two devices have 
comparable performance. The Intended Use of the ReliaTectTM is equivalent to 
the SurgiClearTM device.   
 

7. Performance Testing 

 

Performance testing was completed on various characteristics to ensure product 
requirements were satisfied as well as for comparison against the predicate 
product.  The acceptance criteria were met for all characteristics and comparison 
against the predicate demonstrated equivalent performance.  Performance tests 
included: 

 Fluid Handling Capacity 
 Static Absorption 
 Moisture Vapor Transmission Rate 
 Peel Adhesion to Polyethylene 
 Liner Release 
 Antimicrobial Effectiveness 
 Transparency 
 Peel Adhesion to Sutures 

 
Antimicrobial effectiveness testing performed demonstrates that the presence of 
CHG within the dressing inhibits microbial growth within the dressing. 
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8. Animal Study 

 

The ReliaTectTM Post-Op Dressing with CHG was subjected to a wound healing 
evaluation through a porcine study.  The objective of this study was to evaluate 
the wound healing impact of the Post-Op dressing with an active antimicrobial 
agent on full thickness incisional wounds in Yucatan miniature swine. Results of 
the study demonstrate the ReliaTectTM Post-Op Dressing and the predicate 
device achieved equivalent performance. 
 

 

9. Conclusion 

 

The ReliaTectTM Post-Op Dressing with CHG is substantially equivalent to the 
Covalon SurgiClearTM device. Bench and Animal performance testing, including 
antimicrobial effectiveness, demonstrate the two devices are substantially 
equivalent for their intended use. 
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MEMO TO THE RECORD 

K163529/s01 
 
DATE:  March 13, 2017     OFFICE: ODE/CDRH 
FROM:  Charles Durfor, Ph.D.     DIVISION: DSD/PRSB-2 
TO:  The Record 
 
COMPANY: Avery Dennison Corporation 
DEVICE:   Reliatect Post-op Dressing With CHG (8cm X 15cm) and (10cm X 25cm)  

(b)(4) Confidential and Proprietary Information 
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From: Lisa Bartakovics
To: Bertram, James
Cc: Durfor, Charles
Subject: Re: K163529 - Reliatect Post-op Dressing With CHG
Date:
Attachments: image002.png

Therefore, please find the following statement regarding :

Please confirm this statement is sufficient to close out your request. Many thanks.

Regards,

Lisa Bartakovics | Senior Director of Global Regulatory Affairs | Vancive Medical
Technologies| an Avery Dennison business | 20 North Wacker Drive, Suite 2240,
Chicago, Illinois 60606| 312-629-4608 | Cell 312-206-6159|
lisa.bartakovics@averydennison.com

On Tue, Mar 28, 2017 at 9:09 AM, Bertram, James <James.Bertram@fda.hhs.gov>
wrote:

Dear Lisa,

Thank you for your time. 
.

 

Links to identify the NDA in CDER’s public drug database is . This includes
info about the NDA.

For the orange book (where patent information is located), the link is 
.

 

As noted, an email confirming our discussion would be needed for the administrative record. 

(b) (4)

(b)(4) Confidential and Proprietary Information 

(b) (4)

(b)(4) Confidential and Proprietary Information 

(b)(4) Confidential and Proprietary Information 

(b) (4)

(b) (4)

(b)(4) Confidential and Proprietary Information 

(b
) (b) (4)
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Many thanks!

James

 

 

From: Lisa Bartakovics [mailto:lisa.bartakovics@averydennison.com] 
Sent: Tuesday, March 28, 2017 9:30 AM
To: Durfor, Charles
Subject: Re: K163529 - Reliatect Post-op Dressing With CHG

 

312 206 6159 please

Regards,

 

Lisa Bartakovics | Senior Director of Global Regulatory Affairs | Vancive Medical
Technologies| an Avery Dennison business | 20 North Wacker Drive, Suite 2240,
Chicago, Illinois 60606| 312-629-4608 | Cell 312-206-6159| lisa.bartakovics@
averydennison.com

 

On Tue, Mar 28, 2017 at 8:21 AM, Durfor, Charles <Charles.Durfor@fda.hhs.gov>
wrote:

If you will offer a phone number we will contact you.

 

               Again thanks!

              

               C. Durfor

 

From: Lisa Bartakovics [mailto:lisa.bartakovics@averydennison.com] 
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Sent: 
To: Durfor, Charles
Subject: Re: K163529 - Reliatect Post-op Dressing With CHG

 

Yes, please send me the call-in information.

Regards,

 

Lisa Bartakovics | Senior Director of Global Regulatory Affairs | Vancive Medical
Technologies| an Avery Dennison business | 20 North Wacker Drive, Suite 2240,
Chicago, Illinois 60606| 312-629-4608 | Cell 312-206-6159| lisa.bartakovics@
averydennison.com

 

at 8:16 AM, Durfor, Charles <Charles.Durfor@fda.hhs.gov>
wrote:

Dear Ms. Bartakovics

 

               Yes 9:30EST.

 

              

 

               C. Durfor

 

From: Lisa Bartakovics [mailto:lisa.bartakovics@averydennison.com] 
Sent: Tuesday, March 28, 2017 9:11 AM
To: Durfor, Charles
Subject: Re: K163529 - Reliatect Post-op Dressing With CHG

 

Mr. Durfor-

(b) (4)

(b) (4)

(b)(4) Confidential and 
Proprietary Information 
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Please advise if that is 9:30 AM EST ? Thank you.

Regards,

 

Lisa Bartakovics | Senior Director of Global Regulatory Affairs | Vancive Medical
Technologies| an Avery Dennison business | 20 North Wacker Drive, Suite 2240,
Chicago, Illinois 60606| 312-629-4608 | Cell 312-206-6159| lisa.bartakovics@
averydennison.com

 

On Tue, Mar 28, 2017 at 8:06 AM, Durfor, Charles <Charles.Durfor@fda.hhs.gov>
wrote:

Dear Ms. Bartakovics.

 

               Many thanks again for your prompt responses to the issues associated with you 510(k)
review.

 

               .  Would you be available for a teleconference this morning
from 9:30-10:00AM?

 

               Many thanks!

 

                              C. Durfor

 

From: Lisa Bartakovics [mailto:lisa.bartakovics@averydennison.com] 
Sent: Monday, March 27, 2017 3:49 PM
To: Durfor, Charles
Subject: Re: K163529 - Reliatect Post-op Dressing With CHG

 

(b) (4)
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Dear Mr. Durfor-

 

I have incorporated your requested changes 
Could you please confirm receipt of this e-mail. Much appreciated.

Regards,

 

Lisa Bartakovics | Senior Director of Global Regulatory Affairs | Vancive Medical
Technologies| an Avery Dennison business | 20 North Wacker Drive, Suite 2240,
Chicago, Illinois 60606| 312-629-4608 | Cell 312-206-6159| lisa.bartakovics@
averydennison.com

 

On Mon, Mar 27, 2017 at 2:11 PM, Durfor, Charles <Charles.Durfor@fda.hhs.gov>
wrote:

Dear Ms. Bartakovics

 

               May I ask for a revised 510(k) Summary that includes 

 

1)       Please submit a revised document in which 
.

 

2)       Please submit a revised  that states:

 

(b) (4)

(b) (4)

(b) (4)

(b)(4) Confidential and Proprietary Information 

(b) (4)

(b)(4) Confidential and Proprietary Information 
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            Many thanks!

 

            C. Durfor

 

From: Lisa Bartakovics [mailto:lisa.bartakovics@averydennison.com] 
Sent: 
To: Durfor, Charles
Subject: Re: K163529 - Reliatect Post-op Dressing With CHG

 

Dear Mr. Durfor-

 

I have attached a
. Thank you and have a great day.

Regards,

 

Lisa Bartakovics | Senior Director of Global Regulatory Affairs | Vancive Medical
Technologies| an Avery Dennison business | 20 North Wacker Drive, Suite 2240,
Chicago, Illinois 60606| 312-629-4608 | Cell 312-206-6159| lisa.bartakovics@
averydennison.com

 

On Mon, Mar 20, 2017 at 8:37 AM, Durfor, Charles <Charles.Durfor@fda.hhs.gov>
wrote:

Dear Ms. Bartakovics

 

Thank-you for your prompt response.  I note  made to 

(b)(4) Confidential and Proprietary Information 

(b) (4)

(b)(4) Confidential and Proprietary Information 

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

(b) (4)
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In your response you state:

 

Avery Dennison Response: Per the request of FDA, the 

 

               Many thanks!

 

From: Lisa Bartakovics [mailto:lisa.bartakovics@averydennison.com] 
Sent: 
To: Durfor, Charles
Subject: Re: K163529 - Reliatect Post-op Dressing With CHG

 

Good Afternoon Mr. Durfor-

(b)(4) Confidential and Proprietary Information 

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

(b)(4) Confidential and Proprietary Information 

(b) (4)
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Please find the response to your comments in the attachment below. Would you
be so kind as to confirm receipt of this e-mail? Thank you and have a great
evening.

 

Regards,

 

Lisa Bartakovics | Senior Director of Global Regulatory Affairs | Vancive Medical
Technologies| an Avery Dennison business | 20 North Wacker Drive, Suite 2240,
Chicago, Illinois 60606| 312-629-4608 | Cell 312-206-6159| lisa.bartakovics@
averydennison.com

 

 at 9:50 AM, Durfor, Charles <Charles.Durfor@fda.hhs.gov>
wrote:

Dear Ms. Bartakovics

 

               Yes, you may email the documents directly to me in pdf format.  I will add them to the
record.

 

               Many thanks!

 

                              C. Durfor

 

From: Lisa Bartakovics [mailto:lisa.bartakovics@averydennison.com] 
Sent: 
To: Durfor, Charles
Subject: Re: K163529 - Reliatect Post-op Dressing With CHG

 

(b) (4)

(b) (4)
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Charles Durfor

Chemist, Plastics and Reconstructive Surgery Devices Branch-2

 

Center for Devices and Radiological Health (CDRH)

Office of Device Evaluation (ODE)

Division of Surgical Devices

U.S. Food and Drug Administration

Tel: 301-796-6970
Charles.Durfor@fda.hhs.gov

        

Excellent customer service is important to us. Please take a moment to provide
feedback regarding the customer service you have received:

 

 

 

 

---------------------------------------------------------------------------------------------------
----------

The information transmitted is intended only for the person or entity to which it is
addressed and may contain confidential and/or privileged material. Any review,
retransmission, dissemination or other use of, or taking of any action in reliance
upon, this information by persons or entities other than the intended recipient is
prohibited. If you received this in error, please contact the sender and delete the
material from any computer.

---------------------------------------------------------------------------------------------------
----------
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The information transmitted is intended only for the person or entity to which it is
addressed and may contain confidential and/or privileged material. Any review,
retransmission, dissemination or other use of, or taking of any action in reliance
upon, this information by persons or entities other than the intended recipient is
prohibited. If you received this in error, please contact the sender and delete the
material from any computer.
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----------
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The information transmitted is intended only for the person or entity to which it is
addressed and may contain confidential and/or privileged material. Any review,
retransmission, dissemination or other use of, or taking of any action in reliance
upon, this information by persons or entities other than the intended recipient is
prohibited. If you received this in error, please contact the sender and delete the
material from any computer.

---------------------------------------------------------------------------------------------------
----------
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addressed and may contain confidential and/or privileged material. Any review,
retransmission, dissemination or other use of, or taking of any action in reliance
upon, this information by persons or entities other than the intended recipient is
prohibited. If you received this in error, please contact the sender and delete the
material from any computer.

---------------------------------------------------------------------------------------------------
----------

 

 

 

 

---------------------------------------------------------------------------------------------------
----------

The information transmitted is intended only for the person or entity to which it is
addressed and may contain confidential and/or privileged material. Any review,
retransmission, dissemination or other use of, or taking of any action in reliance
upon, this information by persons or entities other than the intended recipient is
prohibited. If you received this in error, please contact the sender and delete the
material from any computer.

---------------------------------------------------------------------------------------------------
----------

 

 

 

 

---------------------------------------------------------------------------------------------------
----------

The information transmitted is intended only for the person or entity to which it is
addressed and may contain confidential and/or privileged material. Any review,
retransmission, dissemination or other use of, or taking of any action in reliance
upon, this information by persons or entities other than the intended recipient is
prohibited. If you received this in error, please contact the sender and delete the
material from any computer.

---------------------------------------------------------------------------------------------------
----------
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addressed and may contain confidential and/or privileged material. Any review,
retransmission, dissemination or other use of, or taking of any action in reliance
upon, this information by persons or entities other than the intended recipient is
prohibited. If you received this in error, please contact the sender and delete the
material from any computer.
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prohibited. If you received this in error, please contact the sender and delete the
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From: Bertram, James
To: lisa.bartakovics@averydennison.com
Cc: Durfor, Charles
Subject: RE: K163529 - Reliatect Post-op Dressing With CHG
Date: Tuesday, March 28, 2017 10:09:20 AM
Attachments: image002.png

Dear Lisa,
Thank you for your time. 

 They new drug application (NDA) number is 
 
Links to identify the NDA in CDER’s public drug database is . This includes
info about the NDA.
For the orange book (where patent information is located), the link is 

 bring up that NDA and its associated patents.
 
As noted, an email confirming our discussion would be needed for the administrative record. As

 
Many thanks!
James
 
 
From: Lisa Bartakovics [mailto:lisa.bartakovics@averydennison.com] 
Sent: Tuesday, March 28, 2017 9:30 AM
To: Durfor, Charles
Subject: Re: K163529 - Reliatect Post-op Dressing With CHG
 
312 206 6159 please

Regards,
 
Lisa Bartakovics | Senior Director of Global Regulatory Affairs | Vancive Medical
Technologies| an Avery Dennison business | 20 North Wacker Drive, Suite 2240, Chicago,
Illinois 60606| 312-629-4608 | Cell 312-206-6159| lisa.bartakovics@averydennison.com

 
On Tue, Mar 28, 2017 at 8:21 AM, Durfor, Charles <Charles.Durfor@fda.hhs.gov> wrote:
If you will offer a phone number we will contact you.
 
               Again thanks!
              
               C. Durfor
 
From: Lisa Bartakovics [mailto:lisa.bartakovics@averydennison.com] 
Sent: Tuesday, March 28, 2017 9:20 AM

(b)(4) Confidential and Proprietary Information 

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

(b) (4)

(b) (4)

(b) (4)
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To: Durfor, Charles
Subject: Re: K163529 - Reliatect Post-op Dressing With CHG
 
Yes, please send me the call-in information.

Regards,
 
Lisa Bartakovics | Senior Director of Global Regulatory Affairs | Vancive Medical
Technologies| an Avery Dennison business | 20 North Wacker Drive, Suite 2240, Chicago,
Illinois 60606| 312-629-4608 | Cell 312-206-6159| lisa.bartakovics@averydennison.com

 
On Tue, Mar 28, 2017 at 8:16 AM, Durfor, Charles <Charles.Durfor@fda.hhs.gov> wrote:
Dear Ms. Bartakovics
 
               Yes 9:30EST.
 
               I do apologize.
 
               C. Durfor
 
From: Lisa Bartakovics [mailto:lisa.bartakovics@averydennison.com] 
Sent: Tuesday, March 28, 2017 9:11 AM
To: Durfor, Charles
Subject: Re: K163529 - Reliatect Post-op Dressing With CHG
 
Mr. Durfor-
 
Please advise if that is 9:30 AM EST ? Thank you.

Regards,
 
Lisa Bartakovics | Senior Director of Global Regulatory Affairs | Vancive Medical
Technologies| an Avery Dennison business | 20 North Wacker Drive, Suite 2240, Chicago,
Illinois 60606| 312-629-4608 | Cell 312-206-6159| lisa.bartakovics@averydennison.com

 
On Tue, Mar 28, 2017 at 8:06 AM, Durfor, Charles <Charles.Durfor@fda.hhs.gov> wrote:
Dear Ms. Bartakovics.
 
               Many thanks again for your prompt responses to the issues associated with you 510(k)
review.
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               .  Would you be available for a teleconference this morning
from 9:30-10:00AM?
 
               Many thanks!
 
                              C. Durfor
 
From: Lisa Bartakovics [mailto:lisa.bartakovics@averydennison.com] 
Sent: Monday, March 27, 2017 3:49 PM
To: Durfor, Charles
Subject: Re: K163529 - Reliatect Post-op Dressing With CHG
 
Dear Mr. Durfor-
 
I have incorporated your requested changes into the attached . Could you
please confirm receipt of this e-mail. Much appreciated.

Regards,
 
Lisa Bartakovics | Senior Director of Global Regulatory Affairs | Vancive Medical
Technologies| an Avery Dennison business | 20 North Wacker Drive, Suite 2240, Chicago,
Illinois 60606| 312-629-4608 | Cell 312-206-6159| lisa.bartakovics@averydennison.com

 
On Mon, Mar 27, 2017 at 2:11 PM, Durfor, Charles <Charles.Durfor@fda.hhs.gov> wrote:
Dear Ms. Bartakovics
 
               May I ask for a revised 510(k) Summary that includes 
 

1)       Please submit a revised document in which the 

 

2)       Please submit a revised  that states:

 

(b) (4)

(b) (4)

(b) (4)

(b)(4) Confidential and Proprietary 
Information 

(b) (4)
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.  Please submit a revised  that is
consistent 
 

               Many thanks!
 
From: Lisa Bartakovics [mailto:lisa.bartakovics@averydennison.com] 
Sent: 
To: Durfor, Charles
Subject: Re: K163529 - Reliatect Post-op Dressing With CHG
 
Good Afternoon Mr. Durfor-
 
Please find the response to your comments in the attachment below. Would you be so kind as
to confirm receipt of this e-mail? Thank you and have a great evening.
 

Regards,
 
Lisa Bartakovics | Senior Director of Global Regulatory Affairs | Vancive Medical
Technologies| an Avery Dennison business | 20 North Wacker Drive, Suite 2240, Chicago,
Illinois 60606| 312-629-4608 | Cell 312-206-6159| lisa.bartakovics@averydennison.com

 
On Tue, Mar 14, 2017 at 9:50 AM, Durfor, Charles <Charles.Durfor@fda.hhs.gov> wrote:
Dear Ms. Bartakovics
 
               Yes, you may email the documents directly to me in pdf format.  I will add them to the
record.
 
               Many thanks!
 
                              C. Durfor
 
From: Lisa Bartakovics [mailto:lisa.bartakovics@averydennison.com] 
Sent: Tuesday, March 14, 2017 10:49 AM
To: Durfor, Charles
Subject: Re: K163529 - Reliatect Post-op Dressing With CHG
 
Dear Mr. Durfor-
 
Thank you for the rapid review. I have one question though, may I just e-mail the requested
documents directly to you? Please advise. Have a great day.
 
 

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

(b) (4)

(b)(4) Confidential and Proprietary Information 
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the instructions for use for SurgiClear (K121819), i.e.,
 

“SurgiClear provides an effective barrier against external contamination including
fluids (waterproof), bacteria and yeast.  The CHG and silver incorporated within the
silicone adhesive provides continuous antimicrobial activity over the recommended
wear time against a variety of gram positive bacteria, gram negative bacteria and
yeast including S. aureus (MRSA), S. epidermidis, E. faecalis (VRE), K. pneumonia, P.
aeruginosa, E. cloacae, C. albicans and C. tropicalis.”

 

(b)(4) Confidential and Proprietary Information 

(b)(4) Confidential and Proprietary Information 
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Charles Durfor

Chemist, Plastics and Reconstructive Surgery Devices Branch-2
 
Center for Devices and Radiological Health (CDRH)

Office of Device Evaluation (ODE)

Division of Surgical Devices

U.S. Food and Drug Administration

Tel: 301-796-6970
Charles.Durfor@fda.hhs.gov

        
Excellent customer service is important to us. Please take a moment to provide
feedback regarding the customer service you have received:
 
 
 
 
-----------------------------------------------------------------------------------------------------
--------
The information transmitted is intended only for the person or entity to which it is addressed
and may contain confidential and/or privileged material. Any review, retransmission,
dissemination or other use of, or taking of any action in reliance upon, this information by
persons or entities other than the intended recipient is prohibited. If you received this in error,
please contact the sender and delete the material from any computer.
-----------------------------------------------------------------------------------------------------
--------
 
 
 
 
-----------------------------------------------------------------------------------------------------
--------
The information transmitted is intended only for the person or entity to which it is addressed
and may contain confidential and/or privileged material. Any review, retransmission,
dissemination or other use of, or taking of any action in reliance upon, this information by
persons or entities other than the intended recipient is prohibited. If you received this in error,
please contact the sender and delete the material from any computer.
-----------------------------------------------------------------------------------------------------
--------
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The information transmitted is intended only for the person or entity to which it is addressed
and may contain confidential and/or privileged material. Any review, retransmission,
dissemination or other use of, or taking of any action in reliance upon, this information by
persons or entities other than the intended recipient is prohibited. If you received this in error,
please contact the sender and delete the material from any computer.
-----------------------------------------------------------------------------------------------------
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The information transmitted is intended only for the person or entity to which it is addressed
and may contain confidential and/or privileged material. Any review, retransmission,
dissemination or other use of, or taking of any action in reliance upon, this information by
persons or entities other than the intended recipient is prohibited. If you received this in error,
please contact the sender and delete the material from any computer.
-----------------------------------------------------------------------------------------------------
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-----------------------------------------------------------------------------------------------------
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The information transmitted is intended only for the person or entity to which it is addressed
and may contain confidential and/or privileged material. Any review, retransmission,
dissemination or other use of, or taking of any action in reliance upon, this information by
persons or entities other than the intended recipient is prohibited. If you received this in error,
please contact the sender and delete the material from any computer.
-----------------------------------------------------------------------------------------------------
--------
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The information transmitted is intended only for the person or entity to which it is addressed
and may contain confidential and/or privileged material. Any review, retransmission,
dissemination or other use of, or taking of any action in reliance upon, this information by
persons or entities other than the intended recipient is prohibited. If you received this in error,
please contact the sender and delete the material from any computer.
-----------------------------------------------------------------------------------------------------
--------
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The information transmitted is intended only for the person or entity to which it is addressed
and may contain confidential and/or privileged material. Any review, retransmission,
dissemination or other use of, or taking of any action in reliance upon, this information by
persons or entities other than the intended recipient is prohibited. If you received this in error,
please contact the sender and delete the material from any computer.
-----------------------------------------------------------------------------------------------------
--------
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Center for Devices and Radiological Health (CDRH)

Office of Device Evaluation (ODE)

Division of Surgical Devices

U.S. Food and Drug Administration

Tel: 301-796-6970
Charles.Durfor@fda.hhs.gov

        
Excellent customer service is important to us. Please take a moment to provide feedback
regarding the customer service you have received:
 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information - Testing 

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information  

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information  

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



(b)(4) Confidential and Proprietary Information  

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



Please wait... 
  
If this message is not eventually replaced by the proper contents of the document, your PDF 
viewer may not be able to display this type of document. 
  
You can upgrade to the latest version of Adobe Reader for Windows®, Mac, or Linux® by 
visiting  http://www.adobe.com/go/reader_download. 
  
For more assistance with Adobe Reader visit  http://www.adobe.com/go/acrreader. 
  
Windows is either a registered trademark or a trademark of Microsoft Corporation in the United States and/or other countries. Mac is a trademark 
of Apple Inc., registered in the United States and other countries. Linux is the registered trademark of Linus Torvalds in the U.S. and other 
countries.

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



  
 

 
Traditional 510(k) Submission: ReliaTectTM Post-Op Dressing with CHG 

 
Section 5 

Avery Dennison Corporation- CONFIDENTIAL 
 

 

510(k) Summary 
Avery Dennison Corporation 

ReliaTectTM Post-Op Dressing with CHG  
 
 

1. Submitter Information 
 
Name:   Avery Dennison Corporation 
Address:  7100 Lindsay Drive   
   Mentor, Ohio  44060 
Telephone Number: + 1 (440) 534-6000 
 
Contact Person: Lisa Bartakovics 
Telephone Number: +1 (312) 206-6159 
Email:   Lisa.Bartakovics@averydennison.com 
 
Date Prepared: December 15, 2016 
 

2. Device Name 
 
Trade Name:  ReliaTectTM Post-Op Dressing with CHG 
Common Name:  Dressing, Wound, Drug 
Classification Name: Unclassified 
Product Code:  FRO 
 

3. Predicate Device(s) 
 
• Predicate Device- Covalon SurgiClearTM K121819  
• Reference Device- Avery Dennison Benehold CHG Transparent Film 

Dressing  K113836 
 

4. Device Description 
 
The ReliaTectTM Post-Op Dressing with CHG is a transparent adhesive dressing 
integrated with Chlorhexidine Gluconate (CHG), a well-known antiseptic agent 
with broad-spectrum antimicrobial activity, which serves as a preservative within 
the device.  
 

5. Indications for Use 
 
The ReliaTectTM Post-Op Dressing with CHG  is intended to cover and protect, 
against external contamination, post-operative, debrided, or partial thickness 
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Traditional 510(k) Submission: ReliaTectTM Post-Op Dressing with CHG 

 
Section 5 

Avery Dennison Corporation- CONFIDENTIAL 
 

wounds with light to moderate exudates, such as skin graft donor sites, 
abrasions, lacerations, skin tears, first and second degree burns.  
 
ReliaTectTM Post-Op dressing can be used to cover and protect wound closure 
devices (i.e. sutures, staples, clips) orthopedic pins, fixtures and wires as well as 
drains. ReliaTectTM Post-Op Dressing may also be used to cover and secure 
primary dressings. The dressing can be worn for up to 7 days. 
 
ReliaTectTM Post-Op Dressing inhibits microbial colonization and suppresses 
microbial re-growth under the dressing. 
 

6. Technological Characteristics and Substantial Equivalence 
 
The ReliaTectTM Post-Op Dressing with CHG is substantially equivalent to the 
commercially available Covalon SurgiClearTM device (K121819). Bench testing 
studies, including antimicrobial efficacy, demonstrate the two devices have 
comparable performance. The Intended Use of the ReliaTectTM is equivalent to 
the SurgiClearTM device as is the fundamental scientific technology that the 
CHG acts as a preservative within the device.   
 

7. Performance Testing 
 
Performance testing was completed on various characteristics to ensure product 
requirements were satisfied as well as for comparison against the predicate 
product.  The acceptance criteria were met for all characteristics and comparison 
against the predicate demonstrated equivalent performance.  Performance tests 
included: 

• Fluid Handling Capacity 
• Static Absorption 
• Moisture Vapor Transmission Rate 
• Peel Adhesion to Polyethylene 
• Liner Release 
• Antimicrobial Effectiveness 
• Transparency 
• Peel Adhesion to Sutures 

 
Antimicrobial effectiveness testing was performed and supports in vitro 
antimicrobial performance of the ReliaTectTM Post-Op Dressing with CHG. 
Results indicate that the dressing is effective against the required organisms 
required within USP<51>.  Both the ReliaTectTM Post-Op Dressing with CHG and 
Covalon SurgiClearTM dressings meet the requirements for preservative 
effectiveness against the organisms listed within USP <51>.  
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Section 5 
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8. Animal Study 
 
The ReliaTectTM Post-Op Dressing with CHG was subjected to a wound healing 
evaluation through a porcine study.  The objective of this study was to evaluate 
the wound healing impact of the Post-Op dressing with an active antimicrobial 
agent on full thickness incisional wounds in Yucatan miniature swine. Results of 
the study demonstrate the ReliaTectTM Post-Op Dressing and the predicate 
device achieved equivalent performance. 
 

9. Conclusion 
 
The ReliaTectTM Post-Op Dressing with CHG is substantially equivalent to the 
Covalon SurgiClearTM device. Bench and Animal performance testing, including 
antimicrobial effectiveness, demonstrate the two devices are substantially 
equivalent for their intended use. 
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Section 7- Class III Summary and Certifications 

 

This section is not applicable, since the ReliaTectTM Post-Op Dressing with CHG is an 
unclassified device, Product Code FRO. 
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Section 8- Financial Certification or Disclosure Statement 

 

This section is not applicable, as no clinical studies were performed for the ReliaTectTM 
Post-Op Dressing with CHG.   
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Cases of microbial resistance to Chlorhexidine Gluconate (CHG) are known to occur   

 Because of CHG’s potency and ability to affect a broad range of 
organisms, it was selected as the antimicrobial for incorporation into the ReliaTectTM 
Post-Op Dressing with CHG. 

Antimicrobial Agent  

Chlorhexidine gluconate (CHG) is widely used biocide, substantively for its broad-
spectrum efficacy, substantivity for the skin and for its low irritation. At a low 
concentration, CHG is bacteriostatic, or inhibits the reproduction of bacteria. At high 
concentration, CHG is bactericidal, or kills bacteria.
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Table 11.3 
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The ReliaTectTM Post-Op Dressing with CHG  adhesive has been formulated to contain 

Table 11.4 
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SurgiClear™ 

al Clear Silicone Adhesive Dressings

055 | surgiclear@covalon.com

SurgiClear is a trademark of Cov        ogies Ltd  1660 Tech Avenue Unit 5 Mississauga  ON  Canada L4W 5S7    SC-U-2

AREAS OF USE

•	 SurgiClear™ is intended to cover and protect a wound 

caused by percutaneous medical devices such as drains, 

chest tubes, orthopedic pins, fixtures, and wires

•	 SurgiClear™ may also be used to cover and secure 

primary dressings

•	 SurgiClear™ inhibits microbial growth within the dressing 

and prevents external contamination1,2, 12

SITE PREPARATION

•	 Read precautions and warnings in package insert  

prior to use

•	 Prepare the site according to your facility’s protocol

•	 Clipping hair at the site may improve dressing adhesion

•	 Allow all aseptic preparations to dry completely before 

applying SurgiClear™ to ensure good adhesion

HOW TO APPLY

1.	 Open the package and remove the sterile SurgiClear™ 

dressing. Remove the white paper window panel such 

that only a frame of white paper remains.

2.	 Peel the larger blue liner to expose the adhesive. Place 

the dressing adhesive side down, ensuring that the 

incision will be covered. Smooth the dressing over the 

skin towards the edges to ensure good adhesion.

3.	 Remove second blue liner while continuously 

smoothing with opposite hand.

4.	 Starting at the pre-cut slit in the frame slowly remove 

paper frame while applying firm but gentle pressure 

along the edges of the dressing.

1.

4.

2. 3.

FREQUENCY OF CHANGE

SurgiClear™ provides antimicrobial dressing protection for 

up to seven days, and will remain in place depending on the 

condition of the site.

CARE AND REMOVAL

•	 Inspect the dressing daily and change the dressing as per 

facility protocol

•	 SurgiClear™ should be changed as necessary if it becomes 

loose 

•	 Use universal precautions as indicated by established 

protocol for infection prevention. If infection is suspected, 

remove the dressing and determine the appropriate 

medical intervention

•	 To remove, simply peel SurgiClear™ off slowly supporting 

any other devices to minimize the risk of dislodgement

•	 No additional swabbing or cleaning is required

AVAILABILITY

	 Reference	 Size	 Dressings 	 Cartons	 HCPCS 
	 Number	 (in/cm)	 per Carton	 per Case

	 TWBD1022	 1.5in x 1.5in	 25	 4	 A6257 
		  4cm x 4cm

	 TWBD1017	 1.5in x 2.8in	 25	 4	 A6257 
		  4cm x 7cm

	 TWBD1018	 1.5in x 5in	 25	 4	 A6257 
		  4cm x 13cm

	 TWBD1019	 4in x 4.8in	 25	 4	 A6258 
		  10cm x 12cm

	 TWBD1023	 2.5in x 8in	 25	 4	 A6258 
		  6cm x 20cm

	 TWBD1024	 2.5in x 10in	 25	 4	 A6258 
		  6cm x 25cm	

	 TWBD1025	 2.5in x 12in	 25	 4	 A6258 
		  6cm x 30cm

REFERENCES: 1. Blom  K  Werthen  M  A Laboratory Study of the Synergistic Effect of Chlorhexidine and Silver  Poster 
Publication  Wound UK  2014  2. DiTizio  V  Romano  M  A Novel Antimicrobial Clear Silicone Dressing with Chlorhexidine and 
Silver  Poster Publication  Association for Vascular Access Annual Scientific Meeting  San Antonio  USA  2012  3. Hydrostatic 
Pressure GLP Report  Nelson Laboratories  2012  4. White R  A multinational survey of the assessment of pain when removing 
dressings  Wounds UK  2008  5. White R  Evidence for atraumatic soft silicone wound dressing use  Wounds UK  2005  6. 
Meaume S  et al  A study to compare a new self adherent soft silicone dressing with a self adherent polymer Ostomy Wound 
Management  2003  7. Wiberg A B  et al  Preventing maceration with a soft silicone dressing  in vitro evaluations  Poster 
publicationWUWHS congress  Canada  2008  8. Dykes PJ  et al  Effect of adhesive dressings on the stratum corneum of the 
skin  Journal of Wound Care  2001  9. Waring M  et al  An evaluation of the skin stripping of wound dressing adhesives  Journal 
of Wound Care  2011  10. Feili F  et al  Retention capacity  Poster publication  EWMA conference  Lisbon  Portugal  2008  11. 
Hedgepeth  N  et al  Clinical Performance of a New Clear Silicone Adhesive Dressing with Chlorhexidine and Silver for Central 
Vascular Access Devices (VADs)  Wearability  Comfort and Incidence of Irritant Contact Dermatitis  Poster Publication  SAWC 
Fall  Las Vegas  USA  2014  12. Blom  K  Werthen  M  In Vitro Study of the Efficacy of a Novel Antimicrobial Dressing with 
Soft Silicone Adhesive in a Diffusion Model Mimicking a Catheter Insertion Site  Poster Publication at  SAWC Spring  2015  San 
Antonio  USA  13. Covalon Technologies Ltd  Data on file

NOTE: As with any medical device, always refer to the full 

     .
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Section 14- Sterilization Validation and Shelf Life 
 

Sterilization Summary 

The finished device, the ReliaTectTM Post-Op Dressing with CHG, will be sold in a sterile 
state. The dressings will be sterilized , a contract 
sterilizer.  

Sterilization Method:  
Dose:  
Validation Method:  
Sterility Assurance Level (SAL): 10-6 

 
A protocol for substantiation of a minimum sterilization dose of  was executed to 
ensure the cycle would achieve a Sterility Assurance Level (SAL) of 10-6. 

Packaging 
 
The ReliaTectTM Post-Op Dressings are individually packaged into a

The pouch is comprised of

The properties of the packaging are tested throughout 
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Conclusion 
Based on the data obtained for 

a shelf life of  has been determined for the 
ReliaTectTM Post-Op Dressings with CHG. 
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Sterilization Validation Protocol 
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Section 15- Biocompatibility 

Avery Dennison België BVBA received clearance for its BeneholdTM IV dressing 
containing CHG in 2012 (K113836).

The ReliaTectTM Post Op Dressing with CHG has been evaluated for biocompatibility 
according to ISO 10993 to determine if there are any biological risks that may arise from 
the use of the device as intended.  This section will summarize the overall 
biocompatibility of the proposed device and subsequently describe the activities and 
approach taken to support the biocompatibility summary. 

Test Methodology: 
 
According to ISO 10993-1 categorization, the ReliaTectTM Post Op Dressing with CHG is 
categorized 
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Attachment 15.1 
Cytotoxicity Report 
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Traditional 510(k) Submission: ReliaTectTM Post-Op Dressing with CHG 

 
Section 16 

Avery Dennison Corporation- CONFIDENTIAL 
 

 

Section 16- Software 

 

This section is not applicable since the ReliaTectTM Post-Op Dressing with CHG does 
not contain any software. 

 

Page 16-1

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



 
Traditional 510(k) Submission: ReliaTectTM Post-Op Dressing with CHG 

 
Section 17 

Avery Dennison Corporation- CONFIDENTIAL 
 

 

Section 17- Electromagnetic Compatibility and Electrical Safety 

 

This section is not applicable since The ReliaTectTM Post-Op Dressing with CHG is not 
an electronic device and therefore not subjected to electromagnetic forces. 
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Section 18 – Performance Testing, Bench 

This section describes the performance testing completed for the ReliaTectTM Post-Op 
Dressing with CHG. Testing of the ReliaTectTM Post-Op Dressing with CHG was 
performed to ensure that the dressing meets design requirements. Table 18.1 
summarizes  

Table 18.1 
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Traditional 510(k) Submission: ReliaTectTM Post-Op Dressing with CHG 

 
Section 5 

Avery Dennison Corporation- CONFIDENTIAL 
 

 

510(k) Summary 
Avery Dennison Corporation 

ReliaTectTM Post-Op Dressing with CHG  
 
 

1. Submitter Information 
 
Name:   Avery Dennison Corporation 
Address:  7100 Lindsay Drive   
   Mentor, Ohio  44060 
Telephone Number: + 1 (440) 534-6000 
 
Contact Person: Lisa Bartakovics 
Telephone Number: +1 (312) 206-6159 
Email:   Lisa.Bartakovics@averydennison.com 
 
Date Prepared: December 15, 2016 
 

2. Device Name 
 
Trade Name:  ReliaTectTM Post-Op Dressing with CHG 
Common Name:  Dressing, Wound, Drug 
Classification Name: Unclassified 
Product Code:  FRO 
 

3. Predicate Device(s) 
 
• Predicate Device- Covalon SurgiClearTM K121819  
• Reference Device- Avery Dennison Benehold CHG Transparent Film 

Dressing  K113836 
 

4. Device Description 
 
The ReliaTectTM Post-Op Dressing with CHG is a transparent adhesive dressing 
integrated with Chlorhexidine Gluconate (CHG), a well-known antiseptic agent 
with broad-spectrum antimicrobial activity. 
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Traditional 510(k) Submission: ReliaTectTM Post-Op Dressing with CHG 

 
Section 5 

Avery Dennison Corporation- CONFIDENTIAL 
 

5. Indications for Use 
 
The ReliaTectTM Post-Op Dressing with CHG is intended to cover and protect a 
wound caused by percutaneous medical devices such as drains, chest tubes, 
orthopedic pins, fixtures, and wires.  
 
ReliaTectTM may also be used to cover and secure a primary dressing.  
 
ReliaTectTM inhibits microbial growth within the dressing and prevents external 
contamination. 
 

6. Technological Characteristics and Substantial Equivalence 
 
The ReliaTectTM Post-Op Dressing with CHG is substantially equivalent to the 
commercially available Covalon SurgiClearTM device (K121819). Bench testing 
studies, including antimicrobial efficacy, demonstrate the two devices have 
comparable performance. The Intended Use of the ReliaTectTM is equivalent to 
the SurgiClearTM device.   
 

7. Performance Testing 
 
Performance testing was completed on various characteristics to ensure product 
requirements were satisfied as well as for comparison against the predicate 
product.  The acceptance criteria were met for all characteristics and comparison 
against the predicate demonstrated equivalent performance.  Performance tests 
included: 

• Fluid Handling Capacity 
• Static Absorption 
• Moisture Vapor Transmission Rate 
• Peel Adhesion to Polyethylene 
• Liner Release 
• Antimicrobial Effectiveness 
• Transparency 
• Peel Adhesion to Sutures 

 
Antimicrobial effectiveness testing was performed and supports in vitro 
antimicrobial performance of the ReliaTectTM Post-Op Dressing with CHG.  
 
 
 
 
 
 

Page 5-7

Records processed under FOIA Request #2017-7363; Released by CDRH on 09-10-18.

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



  
 

 
Traditional 510(k) Submission: ReliaTectTM Post-Op Dressing with CHG 

 
Section 5 

Avery Dennison Corporation- CONFIDENTIAL 
 

8. Animal Study 
 
The ReliaTectTM Post-Op Dressing with CHG was subjected to a wound healing 
evaluation through a porcine study.  The objective of this study was to evaluate 
the wound healing impact of the Post-Op dressing with an active antimicrobial 
agent on full thickness incisional wounds in Yucatan miniature swine. Results of 
the study demonstrate the ReliaTectTM Post-Op Dressing and the predicate 
device achieved equivalent performance. 
 
 

9. Conclusion 
 
The ReliaTectTM Post-Op Dressing with CHG is substantially equivalent to the 
Covalon SurgiClearTM device. Bench and Animal performance testing, including 
antimicrobial effectiveness, demonstrate the two devices are substantially 
equivalent for their intended use. 
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