protocol review

information for others to reproduce a study.
However, we do not think that a particular
journal’s editorial style is relevant to the
TACUCs deliberations.

Based on the above references, and the
fact that there were no veterinary or other
scientific concerns, we are in agreement with
both Jones and the scientific members of
the IACUC. We would vote to approve the
protocol (potentially with clarifications in

order to secure approval) without requiring
duplicative pilot studies. a
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Consider both sides

n this scenario, both the IACUC scientist

and the researcher, Dr. Jones, have valid

points to consider. Reproducibility of data
is a concern, especially with complicated
animal models, and should be carefully
considered so that animals are used
thoughtfully. It can be necessary to include
large numbers of animals in study groups
in order to arrive at scientifically valid
results if there is significant variability due
to inherent lack of model reproducibility.

As an JACUC member I would not
approve a protocol simply because it was
federally funded. Federal funding status
alone does not automatically make a
research project scientifically valid, though
it is helpful to know that an external review
body of scientific peers did consider the
work to be worthy of financial support.

It is the IACUC’s task to determine
whether the particular research protocol
submitted to their review is scientifically
valid and of sufficient importance to
validate use of animals, that it conforms
to the 3R’s principles, and whether
appropriate alternatives exist that should
be considered.

As a reviewer I would have some
additional questions for Jones. Are these
Category E studies or studies otherwise
anticipated to cause significant pain or
distress to the animals for which analgesia is
warranted? If so, the impact to the animals
on study is greater and should be considered
carefully against the anticipated benefits of
the research. Does she anticipate using large
groups of animals due to variability? Have
her results been consistent across multiple
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studies which would help support her own
technique’s internal reproducibility?

Since a previous pilot program was
conducted, I agree that requesting Jones
to repeat this work would be unnecessary
and would not comply with the 3R’s, unless
she has significantly changed her technique
or approach. If Jones can show that her
current technique is yielding useful data,
I would agree with the other scientists on
the IACUC and approve the protocol. a
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