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BACKGROUND
Public Health Service (PHS) policy requires the IACUC to report to the Office of
Laboratory Animal Welfare (OLAW), through the Institutional Official (IO),
circumstances and actions taken regarding
A. Any serious or continuing noncompliance with PHS policy;
B. Any serious deviation from the provisions of the Guide for the Care and Use
of Laboratory Animals; or
C. Any suspension of an activity by the IACUC.
The Animal Welfare Act requires that all concerns involving the care and use of
covered species that results from public complaints or reports of noncompliance be
reviewed and, if warranted, investigated by the IACUC. Any suspension resulting
from such review and/or investigation must be reported to the Animal and Plant
Health Inspection Service (APHIS). Collectively, this policy refers to these issues as
“Reportable Situations.”
I.

SCOPE

This policy defines the process by which potentially Reportable Situations are to be
submitted and reviewed and how reporting requirements and appropriate follow-up
are determined.
II.

POLICY
A. Potentially Reportable Situations must be promptly reported to any member of
the IACUC Leadership Team (ILT).
.
B. The body designated to receive, initially evaluate and report to federal
agencies a potentially Reportable Situation is a subcommittee of the IACUC
Leadership Team (sILT).

III.

MEMBERSHIP OF ILT AND sILT
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A. The ILT. Members of the ILT shall be IACUC members and include:
1. Chairs and co-chairs of the IACUCs
2. Research Integrity Officers
3. Directors of the Department of Comparative Medicine (DCM) and the
Division of Animal Resources (DAR)
4. Central and Waterfront Campus (CWC) Scientific Liaison
5. Such other members of the IACUC who may be appointed by the IO or
IACUC.
B. The membership of the sILT includes the following individuals from the Central
and Waterfront Campus (CWC) or the West Campus (WC), depending upon the
location of the potentially reportable situation:
1. Research Integrity Officer (RIO)
2. Attending Veterinarian
3. IACUC Chair
C. Other individuals who are not IACUC members may attend ILT meetings as nonvoting members. This includes:
1. The Director of Research Integrity (DRI) unless the DRI is a member of
the IACUC, in which case the DRI shall attend as a voting member.
2. Relevant individuals who are not members of the IACUC and ILT, such
as research integrity staff, may attend the ILT meetings at the invitation
of the ILT or DRI to facilitate administrative processes and the delivery of
IACUC support.
V.

PROCEDURE
A. Any member of the OHSU community who becomes aware of a potentially
Reportable Situation (see reference link below) must report it to any member of
the ILT. This includes, but is not limited to, investigators, study staff, DCM/DAR
staff, IACUC members and department personnel.
B. The sILT will initially evaluate potentially reportable situations to determine
whether a preliminary report of the matter should be made to OLAW via email,
fax or telephone call. The evaluation shall be informed by facts collected from
records and from the Principal Investigator, other study staff, veterinarians or
others who may have first hand information, as appropriate.
C. The responsible RIO will also confer with the DRI and the other RIO prior to
making a preliminary report to OLAW. If all agree that the situation is reportable
then the responsible RIO will notify the ILT, his/her respective IACUC no later
than the next regularly scheduled meeting and the IO..
D. If there is not unanimous agreement on whether the situation is reportable then
the matter will be taken to the ILT for a decision; if the ILT does not reach a
unanimous agreement then the matter will be taken to the IACUC and the IO for
a decision. The IO has ultimate reporting responsibility to OLAW and may
choose to report a situation even if the IACUC disagrees. The IACUC will be
notified of the IO’s report no later than its next regularly scheduled meeting.
2

E. In determining whether a situation is reportable, the sILT or ILT will consult
guidance information from OLAW, USDA, APHIS, NIH, and other agencies as
appropriate.
F. Once a decision is made that the situation is reportable, a preliminary report will
then be made promptly to OLAW by the responsible RIO via email, fax, or
telephone call. This report will include, at a minimum, a general description of
the situation, OHSU’s OLAW Assurance number and the relevant PHS grant
number (if applicable), along with an indication that a final response from the
OHSU IO will be forthcoming following resolution of the incident.
G. The matter will be reported to the IACUC no later than its next regularly
scheduled meeting regardless of whether or not it is deemed reportable by the
sILT, ILT or IO. The IACUC can determine that a situation identified as not
reportable by the sILT, ILT or IO is, in fact, reportable. If so, a preliminary report
will be submitted to OLAW. Any required notification and communication with
external funding agencies will be done by the OHSU Office of Sponsored
Projects Administration.
H. Reports to other external agencies such as APHIS/AC and AAALAC will be made
as appropriate by the RIO with the knowledge and consent of the DRI, the IO and
the Attending Veterinarian.
I. The final report to OLAW will be sent from the IO and will include all of the
required information listed at
HTTP://GRANTS.NIH.GOV/GRANTS/GUIDE/NOTICE-FILES/NOT-OD-05034.HTML

IV.

FINAL RESOLUTION

A. Once it is determined that the matter is a Reportable Situation the sILT will
devise a corrective action plan to remedy the present situation that includes any
actions necessary to mitigate the risk of a future occurrences. The plan will be
presented to the IACUC for its consideration and action. The PI will be notified
and advised that the matter will be taken to a future IACUC meeting for
discussion and final resolution. The PI will be invited to attend that meeting.
B. The PI will be notified of the reporting requirements and any plan to remedy the
present situation and mitigate the risk of future occurrences.
1. So long as the PI agrees with any IACUC-approved corrective plan to
remedy the present situation and to mitigate the risk of future
occurrences, the matter will be closed following submission of the final
report to OLAW and any other agencies as appropriate.
2. If the PI disagrees with the IACUC-approved corrective plan to remedy
the present situation and mitigate the risk of future occurrences, s/he
will be invited to propose an alternative plan for consideration by the
committee. The IACUC will ultimately make the final decision
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regarding a corrective plan to remedy the present situation and to
mitigate the risk of future occurrences.
V.
VOTING. Actions by the IACUC under this policy will be by majority vote.
Authority
PHS Policy IV.F.3
The IACUC, through the Institutional Official, shall promptly provide OLAW with a full
explanation of the circumstances and actions taken with respect to:
A. Any serious or continuing noncompliance with this Policy;
B. Any serious deviation from the provisions of the Guide; or
C. Any suspension of an activity by the IACUC.
References
HTTP://GRANTS.NIH.GOV/GRANTS/GUIDE/NOTICE-FILES/NOT-OD-05-034.HTML
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