UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

AUG 2 8 1998

Michael G. Sarli

Steris

P.O. Box 147

St. Lounis, MO 63166-0147

Dear Mr. Sarli:

Subject:  Addition of directions for interim instrument decontamination
Steris Process Vesphene lise |
EPA Registration No. 1043-115
Amendment application of July 10, 1998

The amendment referred to above, submitted in connection with registration under
FIFRA sec. 3( a }( 7 )( A), is acceptable provided that you:

1. Submit and/or cite all data or other material required for
registration/registration of your product under FIFRA sec. 3( ¢ ) ( 5) or FIFRA sec. 4
when the Agency requires all registrants of similar product to submit such data.

2. Make the labeling change listed below before you release the product for
shipment:

The following statement must be added to the labeling:

“This product is not to be used as a terminal sterilant/high level disinfectant
on any surface or instrument that (1) is introduced directly into the human
body, either into or in contact with the bloodstream or normally sterile
areas of the body, or (2) contacts intact mucous membranes but which does
not ordinarily penetrate the blood barrier or otherwise enter normally
sterile areas of the body. This product may be used to preclean or
decontaminate critical or semi-critical medical devices prior to sterilization
or high level disinfection.”

3. Submit two copies of your final printed labeling before you release the prodm;t
for shipment. Refer to the A-79 Enclosure for a further description of final printed
labeling.
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If these conditions are not complied with, the registration will be subject to
cancellation in accordance with FIFRA sec. 6(¢). Your release for shipment of the
product constitutes acceptance of these conditions.

Sincerely yours,

Adam Hayward

Product Manager (34)

Regulatory Management Branch 1l
Antimicrobials Division (7510W)

Enclosure
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KEET QUT OF REACH OF CHILDREN
‘ DANGER

STATEMENT OF PRACTICAL TREATMENT
In case of eye contuo!, fush with water for 15 minuies, Gel
prompt iedica] nilention. For skin contact, flush wilh water
inymediately. See side panel for additional preonutionary
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