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Trade/Device Name: Powder-free Polyisoprene Sterile Surgical Gloves In White Color
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Dated: August 23, 2015

Received: September 28, 2015

Dear Mr. Taneja:

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 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: 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 Il (Special Controls) or class 11 (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 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 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Industry and Consumer Education at its toll-free number (800) 638-2041
or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.ntm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification” (21 CFR 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/Safety/ReportaProblem/default.htm for the CDRH'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 Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely yours,

Tejashri Purohit-Sheth, M.D.

‘Tejasﬁri Purohit-Sheth, M.D. Clinical Deputy Director
DAGRID/ODE/CDRH FOR

Erin I. Keith, M.S.
Director
Division of Anesthesiology, General Hospital,
Respiratory, Infection Control and Dental Device
Office of Device Evaluation
Center for Devices and
Radiological Health
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Indications for Use Ser PRA Siaterment below,

STEKY Murther (6 g
E1430410

Davics Mama
Pawder-Free Pelvisopeene Stenle Saegical Gloves in While Coler Tested Tor Lse with Chemotherapy Thgs,

Indicatcas for Uss {Ceacnba)
A sumreon s plave 1z g devies made of natural or svnlhene robber miended 19 be wom by operling rosam personng] Lo
protect a sureical wound from contamination.

Concentration Mirirnorn Breskthnou
P e [mgknl] Detaction Tims [minl.tg;]

Cammustine 223 madnl 16.2
Cisplatin 10 mgdnl = 240 min
Crebophospharmide 20 0 miiri * 240 min
Dacartazin: 10 0 mgiml + 240 min
Doxondbicin Hydrochlonde 20 madnl = 240 min
Broposide 20 0 mgémi = 240 min
Fluorourasil A0 0 mgdmi = 240 min
liosfamide 50 0 migiri = 240 min

| Mechloroettamine HEL 10 masnl + 240 min
hielphalan A0 madnl = 240 min
hiathotresate 26 0 mgimi = 240 min
Pachtacel G0 mainl + 240 min
Thictepa 10 0 mgirri 15.4
“Ancristine Suliate 10 masnl + 240 min

Ploase oot that the fallewing drogs bave extromely low pemmeation fimes;
I Cammustiog (33 mesml) o 132 mimtes,
2o Thictepa (100 mgSmly T35 minurgs

Type of Use fSefser one or both, 52 sopicabls)

] Frascrogion Uae (Part 21 PR 801 Subpart ) IZ Crver-The-Coaunter Wase 121 SFR 3071 Subpart G

PLEASE DO NOT WRITE BELOW THIS LINE = COMTINUE OM A SEPARATE PAGE IF MEEDED.

FOR FDA USE ORNLY
Concurrance of Cantar for Davicss and Radiclogical Hesbh (CORE) (Signares)

Thiss seclion applies enly L requirements of e Paperaork Reduslion Acl ol 1985,
"D MOT SEND YOUR COMPLETED FOEM TO THE PRA STAFF EMAIL ADDEESS BELOW."

The Burden timse for this collecton of infermation is estimated (o average 73 hours per response. incduding the
lierie: Lo rewiess insliuclions, search existing dala sources, galhes and rmainlain e dala needed and complele
and raview the collection of information. Send comments regarding this burden estimats or any other aspeact
ol this infarrmation colleclion, including suggeslicns Tor reducing Lhis burden, To:

Cepartment of Health and Human Services
Food and Drug Administration
Cffice of Chief Information Cfficer
Faperwork Reducton Act (PRA) Staff
AT e hhs gav
SAn ageney eay ool covduc! or spcnsor, and g poeson s nod recpaered oo respond (a0 g colesbon of
snformiahion wniess I aisplars & comenhily valiad WS number "

FORM FD&y 3881 (1/14) Fage 1 of | PEC ey s e EF
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Clavics Mame
Poeler-F e Polyisoprene Slerik Surgical Gloves in Cireen Color

Imdicatcas for Uss {Deacnbe)
A sumreon s plave 1z g devies made of natural or svnlhene robber miended 19 be wom by operling rosam personng] Lo
proteet a surgical wound from sonfamination,

Type of Use fSefser one or both, 52 sopicabls)

] Frascrogion Uae (Part 21 PR 801 Subpart ) IZ Crver-The-Coaunter Wase 121 SFR 3071 Subpart G

PLEASE DO NOT WRITE BELOW THIS LINE = COMTINUE OM A SEPARATE PAGE IF MEEDED.

FOR FDA USE ONLY

Concurrance of Cantar for Davicss and Radiclogical Hesbh (CORE) (Signares)

Thiss seclion applies enly L requirements of e Paperaork Reduslion Acl ol 1985,
DO MOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.®

The Burden timse for this collecton of infermation is estimated (o average 73 hours per response. incduding the
lieriex Lo rewiess insliuclions . search existing dala sources, galhes and rmainlain e dala needed and complele
and raview the collection of information. Send comments regarding this burden estimats or any other aspeact
ol this infarrmation colleclion, including suggeslicns Tor reducing Lhis burden, To:

Cepartment of Health and Human Services
Food and Drug Administration

Cffice of Chief Information Cfficer
Faperwork Reducton Act (PRA) Staff
AT e hhs gav

snformiahion wniess I aisplars & comenhily valiad WS number "
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