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Kimberly-Clark Corporaticinn
1400 Holcomb Bridge Road
Roswell, GA 30076

Larry R. Kludt _
Manager Regulatory Affais
1400 Holcomb Bridge Road
Roswell, GA 30076

(770) 587-8279

July 1, 1988

MicroCool™ Surgical Gown (sterile)
MicroCool™ Isolation Gown (nonsterile)

Surgical gown, Isclation gown
Surgical apparel
3M Prevention Fabric Surgical Gown

The MicroCool gown is manufactured from a breathable,
repellent, non-woven, polypropylene fabric, The fabric is a three-
layer lamination that resis tearing and panetration by liquids.
This disposable gown is siypplied sterile or non-starile.

The MicreCool gown is a single use itsm of surgical apparel
intended to be worn by health care professionals to help protect
both the patient and the healthcare workar from the transfer of
microorganisms, body fluids and particulate matter, The
MicroCool gown was designed to provide a barrler to flulds such
as water, blood, sweat and isopropyl alcohol while allowing the
wearer to remaln comfortable,

The MicroCool gown is sulistantially equivalent to the 3M
Prevantion Fabric Gown manufactured by 3M Health Care in that
they both provide the following characteristics:

W good tear resistance
¥ fluid barrier



Summary of Testing:
Test
Cytotoxicity

Skin Irritation

Sterilant residues

Flammability

Fluid penetration

Viral penetration

Result

No evidence of component
sensitizer ( met USP XXIII
requirements)

No evidence of dermal
irritation

Levels of EQ, EC and EG were
each within the proposed FDA
limits for madical devices that
contact skin

Meets Class | flammabllity
requirements per 18 CFR Part
1610

Resists visual penetration by blood,
and viral penetration fluids

(met ASTM 1870-87 & ASTM F
903-96 requirements)

Resists viral pehetration
(met ASTM F 1671-87a
requirements)
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Kimberly-Clark Corporation
‘C/0 Mr. Larry R. Kludt
Manager Regulatory Affaris
1400 Holcomb Bridge Road
Roswell, Georgia 30076

Re: K981393
Trade Name: MicroCool™ Nonsterile Disposable Isolation
Gown and MicroCool™ Sterile Disposable Surgical Gown
Regulatory Class: II -
Product Code: FYC and FYA
Dated: April 16, 1998 » -
Received: April 17, 1998

Dear Mr. Kludt:

We have reviewed your Section 510(k) notification of intent to
market the device referenced above and we 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).
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.

If your device is clagsified (gsee above) into either class II
(Special Controls) or class III (Premarket Approval), it may
be subject to such additional controls. Existing major
regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 895. A
substantially equivalent determination assumes compliance with
the Current Good Manufacturing Practice requirements, as set
forth in the Quality System Regulation (QS) for Medical
Devices: General regulation (21 CFR Part 820) and that,
through periodic QS inspections, the Food and Drug
Administration (FDA) will verify such assumptions. Failure to
comply with the GMP regulation may result in regulatory
action. In addition, . FDA may publish further announcements
concerning your device in the Federal Register. Please note:
this response to your premarket notification submission does
not affect any obligation you might have under sections 531
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through 542 of the Act for devices under the Electronic
Product Radiation Control provisions, or other Federal laws or

regulations.

This letter will allow you to begin marketing your device as
described in your 510(k) premarket notification. The FDA
finding of substantial equivalence of your device to a legally
marketed predicate device results in a c¢lasgification for your
device and thus, permits your device to proceed to the market.

If you desire specific advice for your device on our labeling
regulation (21 CFR Part 801 and additionally 809.10 for in
vitro diagnostic devices), please contact the Office of
Compliance at (301) 594-4692. Additionally, for questions on
the promotion and advertising of your device, please “contact
the Office of Compliance at (301) 594-4639. Also, pleage note
the regulation entitled, "Misbranding by reference to -
premarket notification" (21CFR 807.97). Other general
information on your regponsibilities under the Act may be
obtained from the Division of Small Manufacturers Assistance
at its toll-free number (800) 638-2041 or (301) 443-6597 or at
its internet address
"http://www.fda.gov/cdrh/dsma/dsmamain.html".

\finc ely vy s

Timothy A. Ulatowski
Directédr

Division of Dental, Infection Control

and General Hospital Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

. Enclosure_. . ) .
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510(k) Number (if kawown): .
Dispesib Stenls . Now SKewsls
Device ﬂ’:c; ﬁ1croCoo1‘Surgica1 Gown, MicroCoolslsolation Gown  DispsaBes

[ndications Far Use:

The MicroCool Surgical Gown and 'the MicroCool Isolation Gown are -
single use items of surgical apparel intended to be warn by health
““care professionals to help protect both the patient and the hea1thca{:e
wo;léer from the transfer of microorganisms, body fluids and particuliate
matter. :
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(PLEASE
DO NOT WIUTE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)
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(Division Sign-0ff)
Division of Dental, Infection Control
and General Hospital Devices .

51009 Number_|¢_Q) §[ 32 3

Over-The-Counter Use 5

(Optisnal Format 1.2-96)

Prescription Use OR
(Per 21 CFR 801.109)



