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

Kunshan Jichong Nonwoven Product Company, Limited

C/O Mr. Glen Feye

President

Accurate Consultants Incorporated

1340 West Pennsylvania Avenue AUG ol
San Diego, California 92103

Re: KI111067
Trade/Device Name: Jiehong Medical Surgical Gown
Regulation Number: 21 CFR 878.4040
Regulation Name: Surgical Apparel
Regulatory Class: I
Product Code: FYA
Dated: June 28, 2011
Received: June 29,2011

Dear Mr, Feye:

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
inferstate 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 11 (Special Controls) or class {II
(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
additton, FDA may publish further announcements concerning your device in the Federal

Register.
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Please be advised that FDA’s issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complics 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 CIFR Part 807); labeling (21 CFR Part 801); medical device reporting
(reporting ol medical device-related adverse events) (21 CFR 803); good manutacturing
practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part §20);
and il applicable, the electronte product radiation control provisions (Sections 531-542 of
the Act); 21 CFR 1000-1050.

[f you desire specific advice for your device on our labeling regulation (21 CFR Part §01),
please go to hup://www.fda.gov/Abow FDA/CentersQffices/f CDRH/C DRHOffice
sfuem115809.htm for the Center for Devices and Radiological Health’s (CDRH’s) Office of
Compliance. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification” (21CFR Part 807.97). For questions regarding the reporting of
adverse events under the MDR regulation (21 CFR Part 803), please go 1o

http/Awww. [da.pov/Medical Devices/Safety/ReportaProblem/detault.him for the CDRIH’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 Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 638-2041 or (301) 796-7100 or at its Internet address
hitp://www.fda.gov/MedicalDevices/ResourcestorYou/Industry/default htm.

Sincerely yours,

_—

Anthony D. Watson, B.S., M.S., M.B.A.
Director
Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and '
Radiological Health

IEnclosure



Indications for Use
510(k) Number (if known).

Device Name: Jiehong Medical Surgical Gown

Indications for Use:

Disposable gowns are worn by operating room personnel during surgical procedures to
protect both the surgical patient and OR personnel from the transfer of body fluids and
particulate material.

Gowns are provided as sterile and non-sterile.

Non-sterile surgical gowns are to be sold to OEMs, which require EtO sterilization
according to the 1SO 11135 standard. Sterile surgical gowns are to be sold directly to
users and must be sterilized by an EtO cycle validated to ISO 11135 standard.

The following disposable surgical gown types and model numbers are included in this

submission
R
AATERIAL
Medium (M) JHSTG 65022
L
Reinforced Sterile targe (L) JHSTG 65023
Extra Large (XL) JHSTG 65024
SMS Extra-Extra Large (XXL) JHSTG 65025
Medium (M) JHSTG 35022
Large (L) JHSTG 35023
Reinforced Non Sterile Extra Large (XL) JHSTG 35024
Extra-Extra Large (XXL) JHSTG 35025
Prescription Use AND/OR Over-The-Counter Use _ X
{Part 21 CFR 801 Subpart D) {21 CFR 807 Subpart C)
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