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(''4 DEPARTMENT OF HEALTH & HUMAN SERVICES 

'",,.� 

Pub!it. H�ah:h Service 

Food and Drng Aouiinistrntion 
10903 New Hamoshire Avenue 

Re: Kl23819 

March 5, 2013 

Documem Contr�l Cent�t-Wi11�.,'C:;!;o:9y:··:-',"!'. �: 
Sih-cr Spring, MD W993-000i ' . .. . ' 

Trade/Device Name: Powder Free Latex Patient Examination Glove, Blue 

Tested for Use with Chemotherapy Drugs, with Protein Content 
Labeling Claim (Contains 50 Micrograms per dm2 of glove or 
Less of Water Extractable Protein) 

Regulation Number: 21 CFR 880.6250 
Regulation Name: Patient Examination Glove 
Regulatory Class: I 
Product Code: LYY, LZC 
Dated: January 30, 2013 
Received; February 4, 2013 

We have reviewed your Section 51 O(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� matket 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 aud 
adulteration. Please note: CDRH does not evaluate information related to contract liability 
warranties, We remind you; however, that device labeling must be tiuthful and not misleading. 

lf your devi.ce is classified (see above) into either class II (Special Controls) or class llI (P1v1A), 
it may be subject to additional controls. Existing major regulations affecting your device can be 
found in the Code of Federal Regulations, Title 2 l, 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 c-0mplies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must con1ply 
with all the Aces requirements, including, but not limited to: l'egistratlon and Usting (21 CPR 
Part 807); labeling (21 CPR Palt 801 ); medical device reporting (reporting of medical device­
related adverse events) (21 CFR &03); good manufacturing practice requirements as set forth in 
the qnality 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 80 l )
) 
please 

go to http://www.fda.gov/AboutFDA/CemersOffices/CDRH/CDRHOffices/ucml 15809.htm for 
the Center for Devices and Radiological Health's (CDRI-l's) Office of Compliance. Also, please 
note the regulation entitled, ''Misbranding by reference to premarket notification11 (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/MedicalDevJces/Safetv/Repol1.aProblern/default.htm for the CDRH's Office 
of Surveillance and Biomett-ics/Division of Postrnarket Surveillance_ 

You may obt.ain other general infonnation on your responsibilities under the Act from the 
Division of Small Manufacturers,, Intemational and Consumer Assistance at its toll-free number 
(800) 638-2041 or (301) 796-7100 or at its Intemet address
http://v..rw,v.fda,gov/MedicalDevices/ResourccsforYou/lndustrv/default.htm.

Enclosure 

Sincerely yours, 

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

Respiratory, Infection Control and 
Dental Devices 

Office of Device Evaluation 
Center for Devices and 

Radiological Health 
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Indications for Use 

SlO(k) Number (if known): K 12a. 3 I 1 q 
Device NM12! Powder Free L!ltel! Patient Examination Olove, Bluo 

NO. 3591 

Tested for Use with Chemotherapy Drugs, with Protein Content l11�linr; Claim 
(Conwns SO Microsrn,ns per dm2 of glove or ws of Water Extnetable Protein) 

Iudlcatiom for U&t1: 

A patient examination glpve is a disposable device intended for mediclil puipo� that is worn on the 
(lliluniner's hand lo prevent contaminalion between patient and examiner. 
This glove has been tested for use wilh specific chemotherapy drogs listed below. 

Ch11mothenpy Drue Ptl'tt'IHtlon (Mfnlr•wn »trnk!br:ou;rh Detection Tim& ID Minute,} 

Camustlne {BCNU) (3.J mglml) 
Clspl111in (1.0 111g/rnl) 
CycJophosplwnlde (Cyto1m1) (20,0 mg/ml) 
Cytll'lblne (JOO mg/ml) 
Daew-bazine (DTIC) (I 0.0 ms/ml) 
Do:i:orublc:in »ydrochlarlde (2.0 m�ml} 
Etopai;idc: (20.0 m&'ml) 
Fl1.10rouraeil (50,0 mg/ml) 
Ifo:;f�d� (SO.O ffii(ml} 
Mclhottuate (2S mg/ml) 
Mltomycin C (0.5 mg/ml)
Mito:tlUltmne (2.0 ffii/ml) 
P11eliwel (Tuol) (6,0 ing/ml) 
Thlatepa (10,0 mg/ml)
Vincristine Sulfate (1.0 mi:/ml) 

JSA 
>240
>240
>240
>240
>240
;:,240
>240
>24<l
>240
:>240 
>240
>240
30.6 

>240

Pl� note that the following drugs - Carmustine and Thlotcp1 have extremely short pumeatlon limes 
of 15,4 and 30-6 mintltcs, re.,pecthely 

�cripti011 Use 
(Pan 21 CAA 801 Subpa:t D) 

AND/OR Ovel"-The-Counter Use 
(21 CFR 801 SubpllrtC) 

(PLEASE DO NOT WRITE BELOW TIIIS LINE· CONTINUE ON ANOTHER PAGE IF 
NF.EDED) 

Coni:urrencc of CDRH, Office Of Device Evaluation (ODE) 
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(Dlvlulon .Sign� . . · 
Division of Anaethtafology, General Hospital 
lnfeotlon Control, Dental 0avlces 

.510(kl Number. kl '.le� &' l q TI 


