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5.0 510(k) Summary K112131 pPage
Submitters Name and Address SEP 2 9 20 [/ Ca
Neodyne Biosciences, Inc. "
127 Independence Drive

Menlo Park CA 94025

Contact Person

Peggy McLaughlin

Consulting Vice President, Clinical & Regulatory Affairs
Neodyne Biosciences, Inc.

127 Independence Drive

Menlo Park CA 94025

Telephone: 650 504-8501

Facsimile: 650 543-7104

Email: PMcLaughlin@NeodyneBio.com

Date Prepared
25 July 2011

Name of Medical Device

Device Classification Name: Silicone Sheeting
Device Classification Number: 21 CFR 878.4025
Device Class: Class 1

Proprietary Name: Neodyne Dressing -

Predicate Devices
Biodermis Corporation Epi-Derm Silicone Sheeting (K003948)
3M Company Steri-Strip Antimicrobial Skin Closures (K813265)

Intended Use

The Neodyne Dressing is intended for use in the management of closed
hyperproliferative (hypertrophic and keloid) scars.

Device Description
The Neodyne Dressing is a non-sterile, single use adhesive silicone sheet to be used to

protect and manage a newly formed, closed scar. The Dressing is pre-strained prior to
application and applied over the new scar. The silicone sheeting protects and stress
shields the scar.
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K112131
Safety and Performance
Results of safety and performance testing demonstrate that the Neodyne Dressing is
substantially equivalent to the predicate devices. The performance of the Neodyne
Dressing is due to both its materials (silicone sheeting) and the stress shielding provided
by the pre-strained dressing. Bench testing confirmed that the Neodyne Dressing
provided the intended strain relief and functioned as intended.

Substantial Equivalence
The Neodyne Dressing is as safe and effective as Steri-Strips and Epi-Derm Silicone

Sheeting. The Neodyne Dressing has the same intended uses and similar indications,
technological characteristics, and principles of operation as its predicate devices. The
minor technological differences between the Neodyne Dressing and its predicate devices
raise no new issues of safety or effectiveness. Performance data demonstrate that the
Neodyne Dressing functions as intended. Thus, based on the indications for use,
technological characteristics, and performance data, the Neodyne Dressing has been
shown to be substantially equivalent to predicate devices.
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Neodvne Biosciences, Inc.

Yo Ms. Pegov Ml aughlin

Consulting VP, Clinical & Regulatory Aftairs
127 Incdlependence Drive

Menlo Park, Calitorma 94023

Re: K112131 SEp x T
trade/Device Numer Neodvoe Dressing
Regulation Number: 21 CFR 878.4023
Regulation Name: Silicone sheeting
Reguiatory Class: |
Product Code: MDA
Dated: September 9, 2011
Recerved: September 13, 2011

Dear Ms. McLaughln:

We have reviewed your Section 3t0(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) w legally marketed predicate devices marketed in interstate
commeree prior o May 28, 1976, the enactment date of the Medical Device Amendments, or 10
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 o the general controls provisions of the Act. The
general controls provisions of the Act include requitements for annual registration, listing of
devices, good manulacturing 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.

I your device is classified (sce above) into either class 11 {Special Controls) or class 111 (PMA), it
may be subject 1o additional controls. Existing major regulations affecting vour device can be
found in the Code of Federal Regulations, Tide 21, Parts 800 to 898. (n addition, FDA may
publish further announcements concerning vour device in the Federal Register.

Please be advised that FDA’s issuance of a substantiai equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any tederal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited 10: registration and listing (21
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CER Part 807): labeling (21 CFR Part 801); medical device reporting (reporting ol medical
device-related adverse eventsy (21 CFR 803); good manuly Cluring praclice requirements as scl
forth in the quality systems (QS) regulation (21 CFR Part $20): and il applicable, the electronic
product radiation control provisions (Sections 331-342 of the Act); 21 CFR T000-1050.

Il vou desire specific advice for vour device on our labeling regulation (21 CIFR Part §01), please
£o o hphvww fda.gov/AbowlF DA/CentersOffices/CDRIFFCDRHO flices/ucin | 153809 huw for
the Center for Devices and Radiological Health’s (CDREC $) Otfice of Compliance. Also, please
note the regulation entitled, "Misbranding by reference 1o premarket notification” (21CFR Pant
§07.97). For questions regarding the reporting of adverse evenis under the MPDR regulation (21
CEFR Part 803), please go to

htip/hy wiv, fda.ggv/Medical Devices/Safewv/Reportalroblem/detaul Lhing for the CLRM's Oftice
of Surveiliance and Biometrics/Division ol Postmarket Surveillance.

You may obtain other general information on vour responsibitities under the Act fum the
Dvision of Small Manufacturers, International and Consumer Assistance at its toil-tvee number
(800) 638-2041 or (301) 796-7100 or at its Internel address

bt/ vy, [da.gov/MedicalDevices/ResourcesforY ow/Industrv/default hum,

Sincerely vours,

W

o7 Mark N. Melkerson
Director
Division of Surgical, Orthopedic
and Reslorative Devices
Office of Device Evaluation
Center for Devices and
Radiotogical Health

Enclosure
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4.0 Indications for Use Statement

Indications for Use Form
510(k) Number: K112131
Device Name: Ncodyne Dressing
Indications for Use:

The Neodyne Dressing is intended for use in the management of closed
hyperproliferative (hypertrophic and keloid) scars.

Prescription  Use | AND/OR Over-The-Counter Use X
{(Part 21 CFR 801 SubpartD) - : (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (OITEJ)\/'«_p

(Division Sign-(_)ﬁY l
Page Tof L Division of Surgleal, Orthopedic,
' and Restorative Devices

510(k) Number K_l (ILB (




