PROTOCOL REVIEW

PHS funds may not be used in support of
unauthorized activities.

The PHS Policy stipulates that only
the JACUC may approve activities
involving animals but does not dictate
which administrative actions may or may
not be taken after approval has lapsed?.
Actions taken by the IACUC Chair or
the committee should be consistent with
the institution’s approved Assurance and
internal policies. One wonders whether the
Chair was authorized by the Assurance or
internal policies to take these actions. This
potential concern is supported by the facts
that the mice were not euthanized when
Linder failed to meet the second deadline
and that Covelli did not involve the IACUC
until fairly late in the process.

The committee members’ decision was to
euthanize the animals if other investigators
could not use them. Unfortunately, this
decision may result in additional animals
being used if Linder later decides to seek
approval to resume her project. In keeping

with the spirit of the principle of reduction,
the decision to euthanize animals should be
made with due diligence.

In general, Great Eastern University’s
TACUC has acted in accordance with NIH
and OLAW policy, but the IACUC Chair
may have exceeded his authority. Most
Great Eastern University investigators
seem to be adequately informed about the
policy on protocol expiration, because they
do not appear to readily support Linder’s
position. To avoid this situation in the
future, the IACUC should first re-examine
its procedure for handling protocols that
are approaching expiration to ensure that
PIs are given adequate notice and response
time to continue IACUC approval. Next,
the IACUC should refine its policy for
handling a lapse in protocol approval in
order to specify the maximum amount
of time that animals may remain on the
holding protocol; the justification needed
to keep animals on the holding protocol
beyond the specified time period; and

those actions that are delegated to the Chair
versus those that require majority vote of a
quorum. Finally, the IACUC should amend
its Assurance as needed and publicize the
revised policy among investigators.
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A word from OLAW

In response to the issues raised in this scenario, the Office of Laboratory Animal Welfare (OLAW) offers the following clarification and

guidance:

OLAW has previously commented on a similar situation concerning administrative extension of an expired animal study protocol®.
For animal activities funded by the Public Health Service (PHS), the PHS Policy on Humane Care and Use of Laboratory Animals (Policy;
section IV.C.5.) states that “the IACUC shall conduct continuing review of each previously approved, ongoing activity covered by this
Policy at appropriate intervals as determined by the IACUC, including a complete review in accordance with IV.C.1.-4. at least once
every three years”2. In order to extend the project, the IACUC must carry out a complete review and approve the protocol either at a full
committee meeting or by designated member review?. If a protocol expires, all animal activities conducted under that protocol must
cease. Continuation of animal activities in the absence of a valid approval is a serious violation of both the PHS Policy and the terms

and conditions of the grant3. These violations must be reported to OLAW and the funding component3. If the project is PHS-supported,
funds may not be drawn from the grant for any animal activities during the expired period*.

If an approved research protocol expires and animals are held under a holding protocol under which no research work is done, then
reporting is not required. Use of a holding protocol, though permissible, should be viewed as an emergency stopgap and should not be
a regular practice. Institutions should have policies and procedures in place to ensure that protocols are reviewed in a timely fashion.
By allowing the investigator to keep animals on a holding protocol for an extended period of time without a compelling reason, Great
Eastern University’s IACUC is encouraging disregard for its authority and oversight of the animal care and use program. The IACUC needs
to carry out a comprehensive review of its policies and procedures and to communicate them clearly to all investigators.
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