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The 123 guinea pigs that experienced pain without benefit of analgesics or anesthetic
during testing were used in sensitization studies required for the compliance with the
Food and Drug Administration’s 21 CFR Part 807 for medical devices biocompatibility
evaluation. These studies were used to determine the sensitization potential of the
devices tested. The concomitant use of analgesic, anesthetic or tranquilizing drugs in
these procedures, have the potential to mask or alter adverse signs or interact with the
test article. Either effect would interfere with the proper interpretation of the results.

. The 64 rabbits that experienced pain without benefit of general analgesics or anesthetics
during tests were used in irritation and safety studies required for the compliance with the
Federal Hazardous Substance Act regulation, Organization for Economic Cooperation
and Development (OECD) Guidelines for the Testing of Chemicals, 404, 2002. and the
Toxic Substance Control Act regulation. The concomitant use of analgesic, anesthetic or
tranquilizing drugs in these procedures could have masked or altered signs and would
have adversely affected the interpretation of the results.

It is the policy of the Toxicology Laboratory to use the minimum number of animals
necessary to ascertain hazards associated with chemical insult for any article tested.
The welfare of laboratory animals used in toxicological studies is an integral part of our
laboratory policy. All test articles are flushed from €xposure sites after contact with the
test subject as soon as possible without compromising the test protocol.

There were no IACUC-approved exception(s) to the regulations or standards.
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