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Re: K1 11589
Trade/Device Name: Powder Free Nitrile Patient Examination Glove With Colloidal

US]' a Skin Proteetant Drug
Regulation Number: 21 CER 880.6250
Regulation Name: Patient Examination G love
Regulatory Class: I
Product Code: LZA
Dated: August 3., 2011
Received: August 8, 2011

Dear Mr. Neuser:

We have reviewed your Section 510(k) premnarket notification of intent to mnarket 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 Cosmnetic Act (Act) that do not require approval of a plrmarket
approval application (PN4A). 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-I does
not evaluate information related to contract liability warranties. We remnind youI, howvever,
that device labeling must be truthful and not misleading.

If youir device is classified (see above) into either class 11 (Special Controls) or class Ill
(PN4lA). it may be subject to additional controls. Existinu Major reQulalions affectingt 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 y'our device in the Federal
Regster.



Patze 2 - Mr. Neuser

P lease be adlvi sed that FDA's issuance of a Substantial eq Li \aIence determ inaion does not
mean that FDA has made a determination that your device complies With oilier requirements
of the Act or anY, Federal statutes and regulations administered by other Federal agzencies.
YOU mu11st cornplv with all the Act's requirements, inlukding, but not li mited to: ree istratioti
and listing (2 1 CFR Part 807); labeling (2 1 CER Part 80 1); medical device reporting
(repor ting of medical device-related adverse events) (2 1 CFI( 803); good mnat~urIng
practice requai rements as set forth in) the quality systems (QS) regulation (2 1 Cl7 Pat ut 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 (2 1 CUR Part 80 1)
please go to lhttp)://ww\wx.fda.g-ov/AboutlDA/CenitersO flices/CD)RI-l/CDRZi-lOlitices
/uicm I I 5809.hitm for the Center for Devices and Radiological Health's (CDRI-I 's) 0(11ice of
Compliance. Also, please note the regulation entitled, "Misbranding by reference to
preniarket noti lication" (21 CFR Part 807.97). For questions regarding the reporting of
adverse events under the MDR regulation (21 CFR Part 803)), please go to
littp://wv\v%.I'clai.gov/MvedicalDe\,ices/Safetv,/Reportalliobleim/dealt.ltll for the CDRI-l 's
Office of'SurIveillance and Biometrics/Division of Posimarket Surveillance.

You may obtain other general information on your responsibilities unader the Act From the
Division of Small Manufacturers, International and Con1sumer Assistance at its toll-free
number (800) 638-2041 or (301) 796-7100 or at its Internet address
http://wwvw. I'd a. g ov/Media Devi ces/ReSOUrceso rYo U/1 ldUSt rv/de faulIt.hlt i.

Sincerely youArs,

Anthony 1) Watson, B.S., M.S., M.B.A.
Director
Division of Anesthesiology, General H-ospital,

Infection Control and Dental D~evi
Office of Device E-valuiation
Center of Devices and

Radiological Health

Enclosure



INDICATIONS FOR USE STATEMENT

Applicant: DERMA CARE PLUS PRODUCTS, LLC

Device Name: Powder free Nitrile patient examination glove with colloidal oatmeal USP
a skin protectant drug

Classification Name: Glove, Patient Examination, Poly - 80 LZA

Device Description: White colored nitrile, chlorinated, powder-free, ambidextrous patient
examination glove that meets all of the requirements of ASTM D 6319-10, Standard
SpecifWeation for Nitrile Examination Gloves for Medical Application.

Indications For Use: A single use, disposable, powder-free examination glove, intended
for medical purposes, that is worn on the examiner's hands to prevent contamination
between the patient and examiner.

Prescription Use: NO and /or Over-The-Counter Use: YES

(21 CFR 801 Subpart C)

Division of Anesthesiology, General Hospital
Infection Control, Dental Devices

510(k) Number: _____________
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