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510(k) SUMMARY OF SAFETY AND EFFECTIVENESS
Convertors® SMS Polyolefin Gowns

Manufacturer: Baxter Healthcare Corporation
Surgical Group
Convertors® Operations
One Butterfield Trail
El Paso, Texas 79906

Regulatory Affairs Contact: Sharon Richter
Surgical Group
1500 Waukegan Road MPK
McGaw Park, IL 60085

Telephone: (847) 785-3311

Date Summary Prepared: March, 1996

Common Name: Convertors® SMS Polyolefin Gowns
Classification: Class Il per 21CFR § 878.4040
Predicate Device: Convertors® SMS Polyolefin Standard

Gown and the Kimberly-Clark Standard, Fabric
and Poly-reinforced Gowns

Description: The standard, fabric- and poly-reinforced
gowns are comprised of a single layer of SMS
Polyolefin fabric. The fabric-reinforced
gowns have an additional layer of SMS
Polyolefin fabric in the sleeve and body
areas; the poly-reinforced gowns have an
additional layer of polyolefin film in the
sleeve and body areas.
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Xil. SMDA REQUIREMENTS (continued)

510(k) SUMMARY OF SAFETY AND EFFECTIVENESS
Convertors® SMS Polyolefin Gowns

Intended Use: Surgical apparel are devices intended to be
worn by operating room personnel during
surgical procedures to protect both the
surgical patient and the operating room
personnel from the transfer of microorganisms,
body fluids and particulate material.

Substantial Equivalence: The Convertors® SMS Polyolefin gown is
substantially equivalent to the Convertors®
SMS Polyethylene standard gown and
Kimberly-Clark standard, fabric- and poly-
reinforced gowns in that:

- the intended use is the same

- the performance attributes are the
same

Summary of testing: All materials used in the fabrication of this
Convertors® SMS Polyolefin gown were evaluated
through biological qualification safety tests as
outlined in in 1SO 10993 Part-1 “Biological

Evaluation of Medical Devices”. The
biocompatibility tests performed were
cytotoxicity, sensitization, and irritation/

intracutaneous reactivity. These materials have
met the requirements of the guidance and were
found to be acceptable for the intended use.
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XIil.

XIV.

SAMPLE

A prototype of a standard SMS gown has been provided (enclosed)
to visually assist with the review. (See Appendix D).

KIT INFORMATION

Each gown is packaged with a towel. The towel is the same towel
that is currently placed in our gown packs. This towel has been
used safely and effectively for many years as a component of the
gown pack. This premarket notification (510(k)) is to introduce
standard, fabric and poly-reinforced gowns constructed of SMS
fabric. There is no change to the towel contained within this pack.

21 CFR 807.95 -CONFIDENTIALITY

The Surgical Group of Baxter Healthcare Corporation regards its
intent to market the Convertors® SMS Polyolefin gown as
confidential commercial information. Baxter has not divuilged this
intent to market information to anyone other than Baxter employees
and even then on a need-to-know basis. Therefore, we request that
FDA treat this information in a confidential manner.
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