72 BN U.S. FOOD & DRUG

ADMINISTRATION

November 15, 2022

Coloplast, Inc.
Antonio M. Ojeda
Product Director

6206 Benjamin Road
Tampa, Florida 33614

Re: K832908
Trade/Device Name: Comfeel™ Protective Rings
Regulation Number: 21 CFR 878.4014
Regulation Name: Nonresorbable Gauze/Sponge for External Use
Regulatory Class: Class |
Product Code: EYF

Dear Antonio M. Ojeda:

The Food and Drug Administration (FDA) is sending this letter to notify you of an administrative change
related to your previous substantial equivalence (SE) determination letter dated December 12, 1983.
Specifically, FDA is updating this SE Letter because FDA has better categorized your device technology
under regulation number 878.4014.

Please note that the 510(k) submission was not re-reviewed. For questions regarding this letter please contact
Julie Morabito, OHT4: Office of Surgical and Infection Control Devices, 240-402-3839,
Julie.Morabito@fda.hhs.gov.

Sincerely,

Julie A. Morabito -S

Julie Morabito, Ph.D.
Assistant Director
DHT4B: Division of Infection Control
and Plastic Surgery Devices
OHT4: Office of Surgical
and Infection Control Devices
Office of Product Evaluation and Quality
Center for Devices and Radiological Health

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov
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Produas Divactor Ref: ¥832908
Colopt.=e, 1HC Comfeel Protective
*6206 Tomiznin Road Rings
Tamnz . ~o-iua 33614
Dear X=. .;=ada

¥2 rediewsd your Seciien 510(k) notification of intent to market the
above Zevice and we have determined the device to ba substantially equivalent
to one marksted in interstate commerce prior to May 28, 1978, the enactment
date 'of the Mecdical Device fmendments of 1976. You may, ther efore, markst
your device subject to the geperal controls prov1s1ons of the Cedﬂra1 Faod:,
Drug, =nd CLcsmztic Act (Act) until such time as your

device has heer

uncar Section 513. At that time, i{ your device is clessified ‘n

either ciass 1! (Standards) or c1css 11T (Premarket Approvel), it would L
jec acditional conirols.

neral controls presently include regulations on annual regisiraiion

Tisting
devices, GO m'nufacturﬂng practice, Tlabeling, and the

misbranding amd
ulteretion provisions o( the ACT. In the future, the scons of general
ntrols mzy be broadensd to include additional reculations rslating to
stricted devicsas, rec#rds ‘and reports, and others. ‘

A11 rezulaiions and .information on meetings cof the device classificetion
pan2ls, <heir rscommandations, and the final decisions of the Food and Drug
Administration (FDA) will. be published in the Federal Register. We suggest
you subscribs to this DUDlmcat1ow so that you can convey your views to FDA if
you dessire. 1so, the Federal Register will notify you of any additional

reguiresants sudssquently 1imposed on your device. Subscriptions may be
obtained From the Superintendent of Documents, U.S. Government Printing

Gifice, Washington, D.C. 20402.” Such invormation also may be reviewed in the
Oockets #zrmzgzemant Branach (HFA-305), Food and Drug Administration, Room 4-62,
5600 Fis-ers Lane, Rockville, Maryland 20857.

This lz%=zer should not be construed as approval of your device or iis
Jehelirs. If you dzsire advice on the status ot labeling 7or your device or
other inTormeti

ertaining to your responsibilities under the Aci, please
z 2 of Medical Devices, Division of Compliance Operations
( h ~1,,, £757 Georgia Avenus, Silver Spring, Maryland 20910.

ceredy yours,

Y7 Lt 2o

Robert G. Britain
‘;""_‘—“\ Associezte Director for
! Device Evaluation
— " ‘ BEST EWNLRME w‘-‘»ﬁ_-w"_(“_! O07fice of Medical Devices
" Nationa) Center for Devices
and Radiological Health
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