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Comments for Streamlining IACUC Review for Animal Activities

The Animal Welfare Institute (AWI) is not opposed to the overarching goal of reducing administrative
burdens, but this cannot and should not come at the expense of animal welfare. Currently, OLAW and
the USDA alone cannot realistically enforce compliance. There are currently two staff members in the
OLAW Compliance Oversight Division® to cover 1,119 domestic institutions and 346 foreign institutions.2
APHIS oversaw 13,376 licensees and registrants in 2022, including nearly 2,500 new registrants,
(representing over 1.4 million AWA-covered animals)® up from 11,785 licensees and registrants in 2021.
Yet the number of animal welfare operations inspectors has declined during the same period from 122°
to 98,° making the role of a robust IACUC all the more vital.

This low ratio of inspectors to the institutions and animals used for research makes proper enforcement
impossible without reliable IACUC review. As such, “PHS Policy is based on a concept of enforced self-
regulation.”” “Veterinary inspectors from the U.S. Department of Agriculture cannot be present on a
daily basis. However, their enforcement capability can and should be enhanced by the Institutional
Animal Committee.”® (Emphasis added) Therefore, IACUCs are the cornerstone of our system and bear
the brunt of ensuring compliance. IACUCs are central to the proper functioning of our animal welfare
framework and OLAW relies heavily on enforced self-regulation. Therefore, IACUCs should be
strengthened, not weakened.

Any consideration in changes to administrative “burdens” needs to be contemplated through the lens of
the animals’ interests, not just the interests of human society. Furthermore, an underlying foundation of
the regulatory framework is that society has an inherent interest in proper animal welfare; one of the
purposes of the IACUC is to “represent society’s concerns regarding the welfare of animal subjects used"
in research.’ (Emphasis added) Indeed, this is an important function of the requirement for an
unaffiliated IACUC member.'° These “burdens” exist for a reason and should only be “reduced” if they
genuinely will not impact animal welfare. Reduction of administrative burdens cannot come at the
expense of animal welfare; the goal of efficiency must always be secondary to animal protection.
Specifically, this cannot result in the reduction of standards, or the creation of loopholes, for proper care
and treatment of animals.

AWI is concerned that the proposed streamlining policies will lead to a reduction of standards and,
consequently, diminished protections for research animals. Our specific concerns and suggestions are
outlined below.



l. Proposed Guidance for Streamlining DMR

It is certainly true that designated member review (DMR) would reduce administrative burden and
create a more efficient process given that it does not require an IACUC quorum. However, some of the
proposed guidance for streamlining this process raise concerns about the safeguards to animal welfare
in a more streamlined process. Our knowledge of potential alternatives to animal models in research
and our understanding of animals’ ability to feel pain and their cognitive abilities change very rapidly,
making it unreasonable to expect that any one person will have all of that knowledge. For this reason,
review by multiple members should be the preferred approach.

The proposed guidance says that IACUCs may “determine a reduced, but reasonable, time frame” for
“concurrence by silent assent once the full time has elapsed” for a call for full committee review (FCR),
such as “three instead of seven business days.”*! Silent “assent” may occur for a variety of reasons,
including a situation where a member has not had time to review the proposal and determine whether
to assent. Academics are busy; one 2017 study showed that “most faculty clock an average of 57 work
hours per week.”*? Furthermore, research has shown that “individuals disproportionately stick with the
status quo.”® Studies also indicate that “rates of consent are higher under presumed consent policies
than under explicit consent policies”** > and that “small implementation decisions can substantially
impact whether and how people interact with consent notices.”*® 17 This is only going to be exacerbated
by an accelerated timeline, such as that suggested here, or the two-day window used by at least one
university.’® AWI suggests that, at minimum, IACUC members be required to acknowledge receipt of
materials before being considered as having given “silent assent” to ensure that all members are at
least aware of the materials and deadline to respond.

Second, the proposed guidance suggests submissions may be “routed” to DMR to allow DMR to begin
while the IACUC is provided time to call for FCR, although it cannot be finalized until the IACUC members
have had a reasonable time to call for FCR or all IACUC members have responded.'® While this definitely
would accelerate the process of approval, from an animal welfare perspective we are concerned that
IACUC members may feel pressured to “assent” to a DMR that is already underway, especially if it is
substantially completed and/or he or she is clearly in the minority in wanting FCR. If this suggestion is
adopted, we would request that the fact that the DMR is already in progress should not be disclosed
to the other IACUC members in order to avoid this potential pressure.

The guidance also suggests that the IACUC chairperson may “designate only one qualified member to
conduct the review,” which “may reduce the burden” because it eliminates requirements that
“reviewers must be unanimous.” However, we argue that the elimination of unanimous decisions is
precisely why this suggestion raises concern — it vests final decision making in one reviewer. The
potential for debate and dissension is specifically the benefit of having multiple reviewers of different
backgrounds and expertise who can ensure that all potential problems are thoroughly considered.
Indeed, the Animal Welfare Act “intends that facility personnel function as checks on each other and on
the facility as a whole, and relies on the facility to monitor its own house."? This sort of internal “check”
cannot be effectively accomplished by one person. Therefore, we strongly question whether such a
change could ensure that animal welfare was not compromised. This is especially true if the proposed
guidance that “designated member approval does not require subsequent reapproval by the IACUC at a
convened meeting” is retained. At minimum, we suggest the implementation of a mechanism of checks



and balances to ensure that review by only one member is in some way reviewed by the other
members, especially in the event of “silent assent” to DMR.

With regard to the suggestion that “the IACUC may determine the best means of documenting the DMR
process from review to approval,” AWI would encourage a suggested best-practices-based method of
documentation to ensure rigorous standards and record keeping as well as a thorough review. In
addition, we argue that such a standardized approach would in effect help reduce administrative
burden by creating a routine set of standards that IACUC members could become familiar with and
efficient at using.

While the goal of reduced administrative burden is understandable, the combined proposals for
streamlining DMR seem to create the opportunity for DMR to create a situation where review becomes
too streamlined and proposals sail through review without adequate examination and safeguards. If all
of the proposed mechanisms for streamlining are accepted, we can imagine a scenario where under a
short time frame for a call for FCR leads several members of an IACUC to run out of time to thoroughly
review the proposal, therefore silently “assenting” to DMR by default. The DMR would already be
underway by then, reviewed by one qualified member, whose approval does not require subsequent
reapproval by the IACUC. This process would allow an accelerated review that may be examined in
depth by only one reviewer without a subsequent safeguard of further approval. We believe this is likely
to encourage a rubber-stamping mentality, which would increase the likelihood of a negative impact on
animal welfare to an unacceptable level, especially if the only benefit is a reduction in administrative
time. Potential harm to animal welfare outweighs that benefit, and the IACUC framework is intended to
be the bulwark against cutting corners.

Il. Proposed Guidance for Streamlining DMR Subsequent to FCR

This proposal suggests that “neither a convened meeting nor a vote is necessary to propose a DMR
subsequent to FCR policy” and that “members are not required to sign the policy.” AWI believes that
the minimal reduction in administrative burden by not requiring a vote on such a policy is significantly
outweighed by the potential harm to animal welfare. Similarly to our concerns about “silent assent” to
DMR, the suggestion that giving each member an “opportunity to provide their input” prior to approval,
thereby allowing a form of silent assent, rather than requiring an actual vote — a more affirmative assent
— creates too much opportunity for policies to be approved without proper review and forethought. The
marginal increase in administrative “burden” from holding a vote is not too onerous in light of the need
for proper safeguards to animal welfare.

Il. Proposed Guidance for Streamlining VVC

Similarly to the documentation requirements for DMR, AWI would encourage a suggested best-
practices method of documentation for VVC. While the proposal that IACUCs have the “flexibility to
determine the processing and documentation of VVC” would reduce administrative burden, as noted
above, we believe that a best-practice-based documentation regime would encourage better record
keeping and ensure proper review, especially in a situation where the veterinarian is not an employee of
the institution. Furthermore, as noted above, a standard form for use in all reviews would help reduce
administrative burden in that it would set standard expectations and practices that would allow for
quick processing of the veterinarian’s review.



We also believe the IACUC should, at a minimum, receive notification of the VVC changes. Notification
would give the IACUC members an opportunity to review the VVC, offering a safeguard against
potential errors or misjudgments.

V. Conflicts of Interest

The concerns outlined above are exacerbated by concerns about conflicts of interest.?! While OLAW
policy states that “no member may participate in the IACUC review or approval of a research project in
which the member has a conflicting interest (e.g., is personally involved in the project) except to provide
information requested by the IACUC; nor may a member who has a conflicting interest contribute to the
constitution of a quorum,”?? the situations considered to be conflict of interest usually cover instances
where a “member’s personal biases may interfere with his or her impartial judgment, a member is
involved in a competing research program, or access to funding or intellectual information may provide
an unfair competitive advantage. ”? This leaves a glaring hole for situations where the institution itself
(to which all but one IACUC member belong) has a financial interest in the outcome and the pressures
that may be associated with it.

With financial incentives, conflicts of interest are bound to arise. These conflicts become even more
problematic when IACUC protocols are relaxed, particularly in a situation involving a single member
doing a DMR. We believe that, given the critical role of IACUCs in protecting animal welfare and the
potential pressures to “rubber stamp” a protocol, streamlining the IACUC process too far creates too
much risk to animal welfare.

V. Conclusion

We believe the suggested flexibilities, particularly in combination with each other, are eroding
IACUCs’ authority to the point where there is a risk that the spirit of the law is no longer guiding
decision making. We believe that the cumulative effect of these suggestions is to make DMR more and
more likely and FCR an exception. This must have a compromising effect on animal welfare in the
aggregate.

In addition, many IACUC decisions involve very difficult ethical questions. Indeed, weighing the potential
welfare costs to research animals against possible scientific advancements is the predominant reason
that the IACUC review system is in place. Therefore, going too far in streamlining the process and
allowing one or very few individuals to make these determinations run the risk of eliciting insufficient
deliberation on such difficult ethical questions, and potentially sacrificing animal welfare in the name of
more efficient administrative practices.

Given the stakes for the animals involved and the critical role IACUCs play in our protective framework,
AWI believes that protocols should err on the side of careful review rather than administrative
efficiency. We have made specific suggestions in the text above, but at a minimum we would suggest
that the proposal avoid encouraging the use of all these “flexibilities” in any one review. Instead, AWI
suggests that IACUCs be allowed to use one streamlining approach - such as early initiation of DMR
while waiting for assent — in a review, but not all of the proposed flexibilities. This would allow
flexibility and some streamlining, while not allowing the process to be so streamlined as to run the risk
of becoming a “rubber stamp.”



We cannot lose sight of the central part played by IACUCs and the fact that any perceived weakening of
an already less than ideal regulatory system is quite concerning and should be undertaken only if we can
have complete confidence animal welfare will still be protected.

Sincerely,
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Joanna Makowska, PhD Lisa Hoover, JD, MA, MLS
Director & Senior Scientist, Applied Animal Behavior Senior Policy Analyst
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