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PROTOCOL REVIEW

A Word from OLAW

The Office of Laboratory Animal Welfare (OLAW) provides the following recommendations
on ways the IACUC could streamline the protocol review process when additional
approval(s) is required in a way that reduces burden on the investigator while
maintaining compliance with PHS Policy requirements.

In research using animals, occupational health and safety considerations require
coordination between the investigator, the IACUC, and the safety officel. It is
incumbent on all involved to obtain the necessary review and approvals before the work
can begin. The TACUC at Great Eastern has chosen to employ a burdensome process
that delays the investigator’'s work. Numerous approaches could mitigate this burden.
One option is for the IACUC to delay notification of approval to the investigator until
after the safety review is complete2. The approval date of the protocol should be
on or after the date of the safety approval as determined by the individual IACUC's
operating procedures®. An equally effective option is to submit the work that requires
safety approval as an amendment to the protocol after the safety office has cleared
the activities and provided any instruction or training2. Many IACUCs conduct protocol
review in parallel with the safety review. This practice expedites the process as long
as the outcome of both reviews are effectively communicated. If the safety office
approves the work without modifications, the IACUC may document this approval
administratively without further IACUC review by, for example, a check box, an approval
number or a safety representative’s signature?. Any of these methods are acceptable for

documentation of the safety approval.

Another consideration in avoiding misconceptions by investigators about the status
of a submitted animal use protocol is to avoid the phrase “conditional approval”. As
stated in OLAW guidance, the PHS Policy does not allow IACUCs to grant conditional
approval for animal use protocols?. Committees may only approve, require modification
(to secure approval) or withhold approval of a protocol®.
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of the common tasks of IACUC adminis-
trators is to confirm approval(s) by other
institutional committees®.

Given the responsibility of the IACUC
to provide oversight of the OHSP in con-
junction with animal use, and given the
IACUC’s mandate to either approve,
require modification, disapprove Animal
Use Protocols, or table or defer review,
common and best practice is to wait for all
relevant approvals from other institutional
committees to approve an Animal Use
Protocol®. This is why it is surprising that
Great Eastern University had “approved”
the Animal Use Protocol before receiving
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word from the ancillary committees, which
may have given Neiman unfounded hopes
that her animal work could start.

The Great Eastern University IACUC
office is correct that PHS policy! and
AWIG? do not allow polling as a means to
secure votes from IACUC members. Votes
must take place simultaneously at convened
meetings. These meetings can be virtual in
certain circumstances, but require synchro-
nous voting in real-time.

Aside from the confusion caused by call-
ing the Animal Use Protocol “approved”
before it was truly so, Great Eastern
University is playing by the rules. However,

we can think of two potential ways to
improve its processes: they could defer
review of Animal Use Protocols until all
the ancillary approvals are in place, which
would help manage PIs’ expectations; or they
could consider letting the IACUC adminis-
trator confirm receipt of delayed ancillary
approvals, which would trigger an expedited
approval by Designated Member Review, as
long as said approvals did not affect conclu-
sions previously reached by the IACUC.
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RESPON

Did the IACUC jump the
gun?

Jenelle Johnson

Before directly addressing the question
posed, someone considering this situ-
ation would have to make a number of
assumptions. The first assumption is that
Neiman and her lab have already obtained
the required DEA registration and state
licenses necessary for using controlled sub-
stances in research. A second assumption
is that Neiman is not using opioids from
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