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This 5.10(k) summary of safe6' and effectiveness informiationvis being subniltted in accordance with the
riequircimchts of 21 CER 807.92(c).

Dotb, Prepxed: August 25, 2011
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.5550 etee Parkw4,'S uite 500
Norcross, GA 30092
Registration atunter: 3004763499
OwnetfOpetator Number:, 90967000
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Dlireeto, Regulatory Affairs (or the Aifierias
Tel: 678-250-7930
Pax: 68245 774
e-mil: an pchn.lni niti tout ick c.cot i

TriiU~tbric~r~' ame: Bidg V Pljlncicatbr Underg~ovie

Common01Nanic: Surgeon's Glove

Clmtslfic~tion Nnnm Surgeon's Glove

De'vice Cliis:' Clqa I

Re 6&latldii INiih-be't: 21 CFR 878.4440

.P rodluct ICode: -Kdo0

fredate bevice Namecis): Biogels) P1 Indicator neglv FO" ~ 18l 1 Oori'inaib'ycic~jd ur

Skinsense Polyisoprene Unidergiove)

P),sciiptloii of Device:

The'liroposcd device, the Biogelt P1 Indicator® Unde~gl'ovels manuitfacturied of p6lyisol)rdiW cblored wiit fe
pigntentaio. Thefliogel t PJ' idicator' Undergiove is muanufactured of [lhe exact Samne materialand coatled with

'the'Bldgel® Coating wichi ismtsed on the currently clearcddevice thot'has beenilegally marketed by t46Inlycke
'H6lthre.Jfor tiiait yurs Nvith the addition of a suiactant.

Intended Usbllndkntion Cur Use:

'TieBibgd- Pt ndibaitort Undlergiove isa disposable,dcvicc nwt~e, of polyisoprcnec,.hlttein color,,tliat is intended to
1, ~rintc~hd, ~iuly'aisriclsdigt poid i ariragiinst ottilifiot i nnat,

other contaminants.
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The BiogeI' P1 tndicdtbr' Undergiove is substantilly equivalent tothe Biogels PI indicattor" Undergiove (KOS I I So
- originally cleared tinder Skinsense Polyisoprene Unde-glove). Theassessed devices liave the same indications for,

useiwtrial, p~du~ deign, tfleliig claimis and rniiitxd dfbpeiition.

The only difference in the proposed (Ievicet Biogel'131 Indicator" Onidergl~ve is the addijiif of a surfactatit.

The Biogcl*.Pl.lndikator Uifdi -. lovetcliaieitics are §tininized belci& a§ b6,mpar&1 i-6ASTNiirqiirients.

Chiaracterlsit 'tStandaird
Dimensions MeeitsASTMI D3577
Pi4sicaI Prdpefties MIets A STM D3577
redoinfrdin H6les Meets ASTM D3577

lBiocompatibility Meets ISO0A0993-1
LAL Test Results ASTMI b! 102

Theperformanced ata are summarized above.

CiliinWITestlng:

No cliniical data was required.

Coniski:

Babekd on the perforniance testting; it can be concind~tbi ihe Bfogei' PhI-ditor Uiidargiove i s equ -ialent to the
BiogeIvMPl. Indicaior" UndergIove: (KOS 1180 origitlycleared tinder Skinsense Pliorn'n~goe
predicatic with respect to intended use, mincrhals;dicsign. and technological clmractersmcs:'

Malya ittjk:H 4Mti care, 16. 674s 2W PJ 2
5U4 cir Pi PSkfySdieiOO F.x 67920798a4

;Norcoss;92Pa



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room -W066-G609
Silver Spring, MD 20993-0002

Ms. Angela L. Bunn, RAC
Director, Regulatory Affairs for the Americas
Moinlycke Health Care, US LLC
5550 Peachtree Parkway, Suite 500 JAN 3 0 2012
Norcross, Georgia 30092

Re: K1 11413
Trade/Device Name: Biogel® PI Indicator® Undergiove
Regulation Niimber: 21 CFR 878.4460
Regulation Name: Surgeon's Glove
Regulatory Class: I
Product Code: KGO
Dated: January 13, 2012
Received: January,17, 2012

Dear Ms. Bunn:

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) th 'at 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
requirement s 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 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 not

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 CFR Part 807); labeling (21 CFR Part 801); medical device reporting

(reporting of medical device-related adverse events) (21 CFR 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 CFR 1000- 1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1),

please go to http://www.fda.gsov/AboutFDA/CentersOffices/CDRHi/CDRHIOffices
/ucmlI 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" (2ICFR Part 807.97). For questions regarding the reporting of

adverse events under the MDR regulation (21 CFR Part 803), please go to

http://www. fda~gov/MedicalDevices/Safetv/Rep~ortaProblem /default.htm for the CDR-' 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 (890) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYouIndustry/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

Enclosure
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INDICATIONS FOR USE

510(kc)Numiber (ifknawvn): Lf1/IL/

Device Name: fig iIniao"ln(ierglove

Indications For Use:.

The BiogcI# P1 Indicatore Undcrglove is a disposable device inade of pplyisopren9, blue, in.
.cbl6(' thAt is ifitdindecd to be Wofi rn oni tifi~su~ hi a piri~etgt iovid 1e.a barier.&
againsi~potntial ly infectiousmain.al and ,other containinants;

Presciptioni Use _____AND/OR Ovet-Tli&-Counttr.Us& X

(Pr-t 21C-FR 801 Su~tbpat 0 (2]1 CFR 801 Subpart C)

(PLEASE DO NOTWVRITE.BELOW THIS LIN-CQNTINUE ON ANOTHER PAGE IF
NEEDED)

Cobctirtence of CDRI-, Office of Device Evaluation (ODE)

Division of Anesthesiology, General Hospital
Infection Control, Dental Devices agel. of I

510(k) Number: I I
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