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Dear N/r. Feye:

\We have r'eviewed your1 Section 51 0(k) prerrarlwt notification of intent to market the device
re Itrenced above and have determined the devic~e is stibstanti al Iv equniv\alent (for the
indicationIs for Use stated in the enclosure) to legally Marketed predicate devices marketed in
nterstate commerce prior to N/Iay 28, 1 976, the enactmien t date of the tMeccal 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 prema rket
approval application (PMA). YOU May, therefore, market the device, suibject to thie general
controls provisions of the Act. The general controls provisions of the Act infcle
requiremenits for anntral registration. Ii stin.- of devices, good malU faCt Liirig practice,
label inrg, and prohibitions against misbrand i ig and adulti eation. Please note: CDPR-I- does
not evalutate in formation related to contract liabilit)' warraritieCs. We remli rid yO rI, howveVr,
that device labeling mtrst be truthful and riot riisleading.

If youlr device is classified (see above) into either class 11 (Special Controls) or class Ill
(PM IA). it may be srbj ect to additional corntrolIs. ix i stimri maj or regulations a ffectirig yotr
device canl bie fotund in the Code of Federal Reulations, TFitle 21., Parts 800 to 898. In
addition. F-DA may ptrblish ftrrthCIr anIorr11Cnecelrs coricerritu porr de ili the FeCderal
Ren-ister.
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Please be advised that FDA's issuance of a sulbstantial equivalence deternlationl does not
mean that FDA has mude a determtion tha \yoLur device complies with other requirements
of the Act or any Federal statutes and regulantios administered by other Federal agencies.
You must cornply waill all the Act's requiremenI1ts, idi ng, but not limrited to: regi stration
and listing (2 1 C FR Part 807); labeling (2 1 CF R PI 'ar 80 I); medical de vi ce reporting
(i-po rti ng of medical dcv icc-I-clated adverse evenits) (21I C FR 803); good manu Ibturi n"
practi.ce requireuments as set forth inl the Cl na y systems (QS) regulat ion (21I C FR Part 820);
and if applicable the electronic product radiation control provxis ions (Sections 531 t-542 of'
the Act); 21 CFI( 1000-1050.

If you des ire specific advice for yotur device on ca rlabeli ng reglatio n (2 I CFR Part 80 I)
plase go to 19yQ://www. fda Qov/AboutF DA/CentersOfflices/C DR I-/CD1 R 11 I-fI ces
/Lucm 115809. hun For the Center for Dev'ices and Radijological Ideal th's (CDR11I's) 01'fic~e of
Comnpl iance. AN is.Please note the regulion end tled. "di sbranding by re ference to
premarket not iication" (2 IC FR Part 80797). For pquestio ns regarding the report inwi of'
adverse events unader the NIl DR regulation (2 1C1I( 'art 803), please no to
Itp:/wIvfd ov/N4 cdi Cal Devices/Sa let \/KCepor1taPrOb Ieml/dc kin It. Ilt In for the C DR [-ls
Office of Surveillance and Biomretrics/Division of Postmarkct Surveillance.

You may obtain other general information on ''our rsponsbilitis under the Ac [froml the
Division of Small Manufacturers [nternational and Consumer Assistance at its toll-free
number (800) 638-2041 or (30t)7V96-7 100 or at its Internet address

Sincerely yours,-

Anthony D. WVatson. B.S.. MIS.. MI.LA.

Division of Anesthesiology. General H-ospi ml.
I i ection Control andl Dental Devices

0111ce Of Device Itx'alutation
Center for Devices Land

Radiological -Health

Enclosure



Section 5: Indications for Use Statements

Indications for Use

51 0(k) Number (if known): K Ii . L
Device Name: Surgical and Equipment Drape-Sterile and Non Sterile

Indications for Use:

Disposable sterile drapes are intended for use for:
* patient protective covering used to isolate incision sites and protect

against contamination during surgical procedures.
* cover a variety of surgical and non-surgical equipment in various settings

throughout the clinical setting. These drapes are used protect surgical and
non-surgical equipment from contamination during surgical procedures

Drapes provided as sterile and non-sterile. Non-sterile surgical drapes are to be
sold to OEMs for EtO sterilization according to ISO 11135. Sterile Surgical
Drapes are to be sold directly to users after EtO sterilization validation to ISO
11135.

The following disposable surgical drape types and model numbers are included
in this submission ___________

-, i~ r SWElLEq RAPE4 %n5P- T - -n

Sterile Top JHSAD 150-240E
Non Bottom JHSAD 180-175E
SM enocdTop JHSAD 150-240NS

Non Sterile
Bottom JSD180-175NS

Prescription Use ___ AND/OR Over-The-Counter Use X
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

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