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HEALTH CARE SECTOR Phone: (770) 587-8000
1400 Holcomb Bridge Road Fax: (770) 587-7762
Roswell, GA 30076-2199

SUMMARY OF SAFETY AND EFFECTIVENESS INFORMATION

[1] 5 10(k) Summary of Safety and Effectiveness Information

[2] Kimberly-Clark Corporation
1400 Holcomb Bridge Road
Roswell, GA 30076-2199
Telephone: 770-587-8000
Fax: 770-587-7762

Contact: Richard V. Wolfe
Telephone: 770-587-8208
Fax: 770-587-7761

[3] Trade Name: KIMBERLY-CLARK* STERLING* Nitrile Powder-Free Exam
Glove

Common Name: Patient Examination Gloves, Nitrile
Classification Name: Patient Examination Gloves, Nitrile

[4] The predicate device is a Class I, SAFESKIN* PURPLE NITRILE* Powder-Free Exam
Glove, 8OLZA, that meets all of the requirements of ASTM D 6319, "Standard
Specification for Nitrile Examination Gloves for Medical Application ".

[5] The powder-free nitrile exam glove meets the current specifications of ASTM D 6319,
"Standard Specification for Nitrile Examination Gloves for Medical Application ".

[6] The powder-free nitrile exam gloves are disposable devices intended to be wom by
healthcare and similar personnel to prevent contamination between such personnel and
the patient.

[7] The powder-free nitrile exam gloves possess the following technological characteristics
(as compared to ASTM or equivalent standards):

Characteristics Standards
Dimensions Meets ASTM D 6319
Physical Properties Meets ASTM D 6319
Freedom from pinholes Meets ASTM D 6319

Meets ASTM D 5151
Powder Free Meets ASTM D 6124

Meets ASTM D 6319
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Kimberly-Clark Corporation
HEALTH CARE SECTOR Phone: (770) 587-8000
1400 Holcomb Bridge Road Fax: (770) 587-7762
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SUMMARY OF SAFETY AND EFFECTIVENESS INFORMATION (Contid)

Bioeompatibilit¥ - Biocompatibility testing was conducted to the following parts of ISO
10993, "Biological Evaluation of Medical Devices":

· Part10, "Tests forlIrritation and Sensitization"
· Part I11, "Tests for Systemic Toxicity(ISO):

Study Title Test Animal Results

ISO Skin Irritation Study Rabbit Passed

Murine Local Lymph Node Assay (LLNA) Mouse Passed

USP and ISO Systemic Toxicity Study Extracl Mouse Passed

[8] The performnance test data that support a determination of substantial equivalence are
described above.

[9] Clinical data are not needed for examination gloves.

[10] It can be concluded that the powder-free nitrile exam glove is safe and effective and will
perform according to the glove performance standards referenced in Section 7 above,
thereby meeting ASTM standards, FDA requirements, and the labeling claims for the
product. Consequently, this exam glove is substantially equivalent to currently marketed
exam gloves.
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INDICATIONS FOR USE

Applicant: Kimberly-Clark Corporation

510(k) Number:

Device Name: KIMBERLY-CLARK* STERLING* Nitrile Powder-Free Latex Exam

Glove

Indications for Use: Based upon 21CFR§880.6250 "Patient examination glove":

A patient examination glove is a medical device intended for

medical purposes that is worn on the examiner's hand to prevent

contamination between patient and examiner.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE
IF NEEDED)

Concurrence of CDRH Office of Device Evaluation (ODE)

w~ision Sign-o,

Division of Anesthesiology, General Ho,
infection Control, Dental Devices

510(k) Number: '_,,_/,___/ ,'___/

Prescription Use OR Over-The-Counter
Per 21CFR 801.109
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