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Policy on Reporting Non-Compliance
Purpose: The following policy is intended to ensure a functioning and efficient program for investigating and reporting noncompliance.
Policy: 
The IACUC is responsible for reviewing and acting upon concerns about the care and use of animals. This includes concerns that come to the Committee’s attention during protocol review, program and facility assessments, as well as concerns called to the attention of the IACUC, animal care staff or the VA Research Office staff by anyone who wishes to do so.   Whistleblower concerns are also investigated in this same manner.

If there is any potential allegation of non-compliance, the full IACUC must be notified.  The Committee will form a subcommittee of IACUC members to investigate the reported concerns. Any potential for conflict of interest between IACUC members and the investigation will be avoided. The IO will be informed of the allegations and of the initiation of an IACUC investigation. At a full committee meeting the IACUC will review the subcommittee findings to determine if a minor or significant deviation from PHS Policy or the provisions of the Guide has occurred.   The IACUC Chair, Subcommittee Chair, or VMC can request to convene a full committee meeting to discuss findings.

The Principle Investigator (PI) is encouraged to respond to allegations either in person at the IACUC meeting or in writing and should be included in the subcommittee investigation. 

Response to the Allegations will follow this framework:

a. At the conclusion of the investigation the IACUC must determine the merit of the allegation of improper animal care and use.  The IACUC may:

i. Determine that the allegation lacks merit and is false based upon the investigation and findings,

ii. Determine that there is insufficient evidence to determine the merit of the allegation, or
iii. Determine that the allegation of improper animal care and use has occured and constitute non-compliance 
b. If the IACUC determines that the allegation was false or there was insufficient evidence to support the allegation (a.i. and aii. above), the IACUC shall submit a written report of the investigation and their conclusions, signed by a majority of a convened IACUC quorum to the Hospital Director.  Additionally, the IACUC Chair (or Backup Chair) shall provide written notification to all involved investigators and the individual alleging the improper animal care or use detailing the IACUC conclusions.

c. If the IACUC determines that a noncompliant act occurred, the IACUC must discuss and develop a plan to correct the noncompliance and to prevent reoccurrence of the noncompliance.

i. The IACUC may work with the involved investigators to develop a plan of action to correct the noncompliance and prevent reoccurrence of the noncompliance 

ii. The IACUC may determine that the investigators are not adequately trained and mandate additional training

iii. The IACUC may request that the facility Director (Institutional Official) intervene with additional penalties

iv. The IACUC may, by a majority vote of a quorum of the IACUC, suspend the protocol or determine an appropriate response plan.  This will be communicated to the PI.
Criteria for reporting the results of any investigation to the relevant regulatory agencies is as follows:

a) any serious or continuing noncompliance; 
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.

In the event that the significance of a reported event is not clear, the IACUC Chair, or designee, should consult the VA Office of Research Oversight or OLAW by phone or email. 
Results of preliminary investigation are presented to the IACUC by a subcommittee.  If the IACUC determines that a reportable incident or event has occurred, the IACUC Chair, or designee must report the determination directly (without intermediaries) to the facility Director within 5 business days.

(a)The report must be made in writing, with a simultaneous copy to the ACOS for Research, the R&D Committee, and any other relevant research review committee.

(b) The Facility Director/IO must report the IACUC’s determination (i.e., that a reportable incident or event occurred) to ORO CO, with a simultaneous copy to the VISN Director and the ORD, within 5 business days after receiving such notification.

(c) An initial report of an IACUC determination is required regardless of whether the determination is preliminary and still under investigation or final disposition of the matter has been resolved at the time of the report.

The IACUC must reach a determination that a reportable event did (or did not) occur within 30-45 days after receiving a relevant report.  Remedial actions involving a specific study or research team must be completed within 90-120 days after the IACUC’s determination. Remedial actions involving programmatic noncompliance must be completed within 120-180 days after the IACUC’s determination, unless remediation requires substantial renovation, fiscal expenditure, legal negotiation, etc. Where it is known at the outset that completion of remedial actions will extend beyond these periods, for example where significant infrastructure improvements or major equipment purchases are needed, ORO CO must be consulted regarding development of an acceptable plan to minimize negative impact on animal welfare or critical research activities. 

A report from the IO is sent to OLAW, the CVMO of VA Research, the VA Office of Research Oversight (ORO), and AAALAC. 

Role of the Investigator

The PI must act in accordance with their protocol, and if any allegations of noncompliance arise, must be willing to discuss and share records with either or both a subcommittee or the full committee.  
Role of the Veterinary Staff and IACUC
The IACUC is required to investigate all concerns of non-compliance.  Staff including animal caretakers, the facility supervisor, the VMC, and other veterinary staff is required to report any concerns of non-compliance to the IACUC Chair, their supervisor or the AO.

Questions:  Any questions on this policy should be directed to the A.O., 280-7007.

References: 

The Guide for the Care and Use of Laboratory Animals 2011

PHS Policy, IV.F.3 
VHA Handbook 1058.01

Effective Date:  Drafted and revised for the 11/07/12 IACUC meeting.  Approved at the 1/09/13 meeting. Updated and reviewed and approved at the 7/10/13 IACUC meeting.

