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Dear Mr. Yu:

We have reviewed your Section 5 10(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: CDRI- does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and riot misleading.

If your device is classified (see above) into either class 11 (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 2 1, Parts 800 to 898. In addition, 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 hot 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
CER Part 807); labeling (21 CFR Part 80 1); medical device reporting (reporting of medical
device-related adverse events) (21 CER 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 53 1-542 of the Act); 21 CER 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/CDR-H/CDRBOffices/ucm 15809.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" (21ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CER Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRLH'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
http://www.fda.QRov/Medical Devices/ResourcesforYou/Industrv/default.htm.

Sincerely yours,

Anthony D. Watson, B.S., M.S., M.B.A.
Director
Division of Anesthesiology, General Hospital,

Respiratory, Infection Control and
Dental Devices

Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



INDICATIONS FOR USE

510(k) Number (if known): KiL ?

Device Name: HM Surgical Gowns

Indications for Use:

HM Surgical gowns are intended to be worn by operating room personnel during surgical procedures to protect
both the surgical patient and the operating room personnel from the transfer of micro-organisms, body fluids,
and particulate mailer.

NM Surgical Gowns are disposable, single use, sterile or nonsterile surgical gowns manufactured from non-
woven Spunbond-Meltblowri-Spunbond (SMS) polypropylene fabrics.

Non-sterile HM surgical gowns ame to be sold to repackagerlrelabeler establishments for EtO sterilization
according to ISO 11135-1 and Sterile surgical gowns are to be said directly to users after EtO sterilization
validation to ISO 11135-1.
Gowns are provided as below

Gown Family A: 96010018601 00 ______________

PROD. CODE STERILE/NONSTERILE DESC. SIZE ICOLOR

~9~o~o2?A~t~4iT~mLE Surgical Gown. Non Reinfre> IA BU
0103 W~f SERIE - urgcalGow, No Renfoced ' BLUE

'.9bO0T4t3]tSTERILE ir b, Suricl Gown, Noreinforced: -1 BLUE

98oiomvt.-7U l STERILE. 66Srgil Gown, Non Reinforced 2XL0W 5.--! BLUE

860102 NONSTERILE Surgical Gown, Non Reinforced MBLUE

8613 OSTERILE Surgical Gown, Non Reinforced L BLUE
880104 NONSTERILE Surgical Gown, NonRenocd IBU
860105 NONSTERILE Surgical Gown, Non Reinforced I XXL :'BLUE
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Gown Family B: 9502001860200 _________

PROD. CODE STERILE/NONSTERILE DESO. _________ISIZE COLOR

66206Z- -rSTERILE jSurgical Gown, Fabric Reinforced FM'BLUE i
980203 STERILE -j Surgical Sown, Fabric Reiifre I BU

_________ ________________Surgical Gown, Fabric Reirced . XL.- BLE
962STERILE. .:** . } Sugia Go n abl.enbcd..C : BLUE

6020 NON__STERILE Surgical _ Gown,_ Fabrc Renfored MBLU

8602023 NONSTERILE Surgical Gown, Fabric Reinforced M B .LUE

8602034 NONSTERILE Surgical Gown, Fabric Reinforced L BLUE

860204 NONSTERILE 1Sugical Gown, Fabric Reinforced Ixxi BLUE

Gown Family C: 980300186000 _______________

PROD. CODE I STERILEINONSTERILE IDESO. ISIZE COLOR
'95002 -~~TRL uia on oyRifre TBLUE.

-STERILE. Srgical Gown, Poly Reinforced :LU
:960304'-- -4 BLE

960306fl~L~ rBTERLE -& - Su-' urical sown,'oly ReInforcXeXon BU
STRL :- ugical Gown, Poly Reinfore - X': BU

;80302, N STRLSugical Gown. Poly Rifre MBLUE

860303 NONSTERILE Surgical Gown, Poly Reinforced IL BLUE

860304 NONSTERILE ISurgical Gown. Poly Reinforced L BLUE
1860304 __ ____________________ Gown,__PolyReinforced XL, 'BLUE
1860306 1_ NONSTERILE ISurgical Gown, Poly Reinforced XX-Long 1

Prescription Use AND/OR_ Over-The-Counter Use X
(Part 21 CFR 801 Subpart 0) AN/R(21 CFR 801 Subpart C)

*(PLEASE DO NOT WRITE BELOW THIS LINE-CONINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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Elizabeth F. Glaverie
2012.12.1 9 25 :29 -05'00

(Divison SignwOff
Division of Anesthesilogd1 General Hospital
Infection Control, Dental Devices
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