
Section C 510(k) Summary

510(K) Summary

"'This summary of 510(k) saficty and effectiveness information is being submitted in
accordance with the requirements of SMDA 1990 and 21 CFR 807.92."

"he assigned 510(k) numberis: K131828

Premarket Notification [5 10(k)) Summary NOV 2 6 2013
1.0 Submitter

Submittersname: Jiangsu Handsafe Glove Co., Ltd.

Submittdrs address: Century Road, The Economic Development
Zone, Suqian, Jliangsu, 223800 China

Phone number :86-527-88286058

Fax niumber : 6-527-88286058
Name of contact person: Ms.Sha Sophia

Date of preparation : 2013-11-21

2.0 Name of the Device

Device Name: Powder Free Viyl Patient Examination
Gloves, Light Yellow Color

Proprietaryfl'rade name: Handsafe

Common Name: Exam gloves

Classification Name: Patient examination glove
Device Classification: I
Regulation Number: 21 CFR 880.6250
Panel: General Hospital (80)
Product Code: LYZ

3.0 Predicate device

Device Name: Powder-Free Vinyl Patient Examination Glove,
Light Yellow Color

Company name: PPP Medical and Safety Products Limited.
510(K) Numibr KI 10972.

4.0 Device Description:

4.1 How the device functions:
PVC films form a barrier to body fluids and bloodborne Pathogens

4.2 Scienttfic concepts that form the basis for the device
The PVC rubber is water tight under normal conditions of use. Uts tensile
properties cause it to conform to the hand, allowing movements necessary fo a
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medical procedure.

4.3 Physical and performance characteristics such as designo, materials and
physical properties
Poly (vinyl chloride) glove is known to crate a barrier to bloodhorne pathogens
and body fluids. ASTM conforming tensile properties create a glove that is
strong and flexible. The leaching process removes traes of chemical acceiernts
that may be chemically irritating. The glove is manufactured in accordance with
the requiremnts of ASTM D5250 and ASTM D5 15! requirements

5.0 Device Intended Use (Indication for use):

Powder Free Vinyl Patient Examination Gloves, Light Yellow Color is a non-sterile
disposable device intended for medical purposes that is worn on the examinees band or
finger to prevent: contmination between patient and examiner.

6.0 Summary of the Technological Characteristic of the Device:

The Powder Free Vinyl Patient Examination Gloves, Light Yellow Color, non sterile
are summarized with the following technologica] characteristics compared to ASTM or

cuivalent standard. ________ _________

Cha racteristics Standard_____ Device prformanc

Dimension ASTM standard DMet

Physical properties ASTM standard DMet

Freedom from 21 CFR 800.20 Md
pinholes

Powder Residual ASTM standard D05250-06 Meets
(Reapproved 201 l).and <mg/glove

_____________D6124-06(Reapproved 2011). _ ________

Biocompatability Primary Skin Irritation in rabbits Passes
ISO 10993-10:2002 Not a Primary Skin
IAmd. 1:2006 irtn
Dermal sensitization in the Passes
guinea pig Not aDermnal
ISO 10993-10:2002 Sensitizer

___________/AmdtI2006 _ ______
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7.0 Substantial Equivalent Based on Assessment of Non-Clinocal Performance Data:

Powder Free Vinyl Patient Examination Gloves, Light Yellow Color, mneet
requirements per ASTM D)5250-06 (Reapproved 2011), per ASTh4
D6124-06(Reapproved 2011), par 21 CFR 800.20 and ISO 10993-10:
20021Amdcl 2006.

Thie performance test data of the non clinical tests that support a determination of
substantial equivalent is the same as mentioned immediately above.

8.0 Substantial Equivalent Based on Assessment of Clinical Performance Data:

Clinical data is not needed for gloves or for most devices cleared by the 510(k)
process&

9.0 Substantial Equivalence Comparison:

Features & Predicate Device Medical Glove Subject Device Result of
Description_______ Guidance Manual _______

company PPP Medical and iiangsu Hmidsafe Glove -
Safety Products Co., Ltd.

___________Limited. _____ ____

510(K) Number K(110972 K__ _ _ _ K13 188f___
Product name Powder-Free Vinyl Powder Free Vinyl same

Patient Examination Patient Exmsninalion
Cloy; Light Yellow Gloves, Light Yellow

__ __ __color __ _ _ _ _Color _ _ _

Product Code LYZ LYZ LYZ same

size Small/ Mediutn/ Small/ Medium/ same
_____ Large/X large _ _ _ Large/X large _ _

Intend for use Powder Free Vinyl >wder Free Powder Free Vinyl Substantially
Patient Exambuation !x inatioi Gloves: Midnt Exawrnhxadwx equivalent
Gloves, Light Yellow kpowder-free patient Gloves, Light Yellow
Color is adisposable %ainatimnglove is a COlo is a disposable
device intended for isposable device device intended for
medical purposes that tenided for medical medical purposes that is
is worn on the uposes that is worn worn on the examinces
examinees hand or dxe examninces hand hand or finger to prevent
finger to prevent finger topevent comminution between
contamination between Itaminalice between paient and wwun.

Ipatient and examainor. ptent and examiner.
Device MeetsASThl If vinyl: Meets ASTM Substantially
Desciption end 1)5250-06 Do the vinyl 1)5250-06 equivalent
Specifications (Reapproved 2011) examination gloves (Reapproved 2011)

meet all the current
specifications listed
under ASTM
Specification 05250
or an equivalent

______ _____ I cnsnss standard? _ _ _ _ _

Dimensions MecsASTh4 ASTM D5250 230mm minkfo all sizes Subistantal
-Length D)52.50 -06 equivalent

(Reapproved 2011)
________ 230mm min I_ _ _ _ _ ______
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Dimensions Meets ASThl ASTM D5250 Subsatially
- Width D5250-06 equivalent

(Reapproved 2011)

Smnall 8D-90 mm Small 8045 min
Medium 90-300mm Medium 95-97mmu
Large 100-210mm LArg 102-108mm

_______ Merge 110-120mm x__ _ _ _ Xlarge 114-118 nm _ _

Dimensions Meets ASTM Sub-stantialy
--Thiclaress D5250-06 equivalent

(Reapproved 2011)
Thicnaess (nm) min.

Finger 0.05mm mini. Finger 0.09-0.12
________Palm 0.Ogrmxnimin. Palm 0.09-0.12 _ _

Physical Mees ASTM D ASUI D)5250 Substantially
Properties 525D.06 equivalent

(fleapproved 2011)
Before aging/after aging

Before Agingafher aging
Elongation 30% Elonption :330-420%
Tensile Strengt> I4MPa fens_______aile Strength: 15-IS MN ______

Freedom from Meets 21 CFR 800.20 Meets ASTM Substantially
Pinholes * 21 CFll 800.20 AffhI D5250 D5153-06 equivalent

* ASMhID5ZSO-06 ASTII5I5 (Reapproved 2011)
(Reapproved 2013)
* ASUMD5151-06 H-oles at

(Reaproed 211)Inspection Leve I
ove4011)AQL2.5

Residual MeetAS7hl ASTM D 6124 MeesASThi Substantially
Powder D 6124-06 D 6124-06 equivalent

(Reapproved 2011) (Reapproved 2011I)

below 2mg of residual Results generated values
powder below 2mg of residual

Materials used PVC Iftegoei ae PVC Substantially
to fabricat the of a polymer or other equivalent
devices type of material.

_________ ~~~~identify the material. _______ _ _ _

Dusting or PU If a donning lubricant PU Substantially
Donning is Used, slate the equivalent
Powder: composition

and include
biocompalibility data
for the lubricant in an
identified attachment;
also sate the namc,
manufacturer, and

________ ___________ ddress below

Dusting or PU Lubricant Surface Coating Agent Substantially
Donning Generic Namnel equivalent
Powdr: name Lubricant

__________ _______________Brand Name __________ _____

Compare Meets At tis time FDA Meets Substantially
performance ASTM D5151-06 recognize the ASThI D5151-06 equivalent
data supporting (Reapproved 2011) following standards. (Reapproved 2011)
substantial ASTM D5230-06 Patient Examination ASThI D5250-06
equivalence (Reapproved 2011) OlovgPVWC)ASTM (Reapproved 2011)

_______ASI 1D6124-06 DSISI(Detection of ASThI D6124-06
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(Reapproved 2011) Holes in Medical (Reapproved 2011)
Gloves)ASTM
D6124(Resldual
Powder an Medical
Oloyves)ASThI
D525 0(Poly( vinyl
chloride) Gloves)

Single Patient Use Single Patient Use Single Patient Use Single Patient Use Substantially
____________________________________equivalent

Bioconpatibility SKIN IRRITATION SKIN IRRITATION The test artice was a Substantially
DERMAL and DERMAL end nn-irritant or equivalent
SENSITIZATION SENSITIZATION nw-sensitizer.
STUDIES Meets ISO STUDIES
10993-l0:2002IAmd.l1: ISO 10993-10 SKIN IRRITATION
2006 DERMAL and

SENSITIZATION
STUDIES Meets ISO
10993-10t2002
/Amd.20 ______

ILAbeling for the -PoNdcr Free Chapter 4 -Powder Free Substantially
legally marketed -Patient Examination -Patient Examination equivalent
device twich Glove Glove
substantial -Singe Use Only -Single Use Only
equivalence is - Manuheitured For - Mmnitctnrcd For:
claimed. -Lot - Lot

-Yellow color - Yellow color
- non sterile - non simfle ______

10.0 Substantial Equivalence Comparison:

It can be concluded that the Powder Free Vinyl Patient Examination Gloves, Light
Yellow Color meet the ASTM standard or equivalent standard and FDA requirements
for waterleak test on pinhole AQL., meet labelig claims.

It can be concluded that the Powder Free Vinyl Patient Examination Gloves, Light
Yellow Color is as safe, as effective, andpcfmms as well as the predicate device,
Powder-Free Vinyl Patient Examination Glove, Light Yellow Color PPP Medical and
Safety Products Limited. K 110972.
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I"DEPARTMENT OF HEALTH & HUMAN SERVICES, Public Heulth Service4 Food and Drug Adminighadw,
10903 New Hampshfre Avenue
Dcoerden cancel Cente - W046-6.9
Sli Sae prinig MD 20993-000

November 26, 2013

.Jiangsu Handsafe Glove Company, Limited
C/O Mr. Chu Xiaoan
Beijing Easy-Link Company
Room 1606 Bldg 1 Jiangxiang Yuan #209
Bel Si H-uan Zhong Road, Haidian District
Beijing
CHINA 100083

Re: K13l828
Trade/Device Name: Powder-Free Vinyl Patient Examination Gloves, Light Yellow Color
Regulation Number: 21 CFR 880.6250
Regulation Name: Patient Examination Glove
Regulatory Class: I
Product Code: LYZ
Dated: October 21,2013
Received: October 24, 2013

Dear Mr. Xiaoan:

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) 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 II (Special Controls) or class [II (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.



Page 2 - Mr. Xiaoan

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 Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7300 or at its Internet address
httn://www.fdasovIMedicalDevies/ResourcesforYo/lndustrl'/default.html. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2I1CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Pant 803), please go to
httu)://www.fda.gov/MvedicalDevices/Safety/ReportaProbletmdefaulthtm for the CDRLH's Office
of Surveillance and BiometricsfDivision of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act fr-om the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
htti)://www.fda.gov/MedicaDevicsfesourcsforYouhfldustr/default.htm.

Sincerely yours,

Eni~ t
Erin Keith M.S.
Acting Director
Division of Anesthesiology, General Hospital,

Respiratory, Infection Control and
Dental Devices

Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



SIM0C Number (ltknotwi)

Device Name
Powder Free Vinyl Patient Examination Gloves. Light Yellow Color

Indction for Use (Descibe)

Powder Free Vinyl Patient Examination Gloves, Light Yellow Color is a non-siile disposable device Intended for medical purposes

that is worn on dhe examinee's hand or finger to prevent contamInation between patient and examiner.

TYRe of Ue(lctone or both. as app~cabe)

Prescription Use (Pon 21 CFR 801 Subpart D) 0Over.The-CouflW( Use (21 CFR 801 Subpart C)

PLEASE Do NiOT WRITE BELOW TH13SLUNE -CONTINUE ON A SEPARATE PAGE IF NEEDED.

Conurrnmof er r fr eic anRalg eaft lh(CORH) (Slgstum)

Elizabeth F. -
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