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PURPOSE - The purpose of this policy and procedure is to provide guidance regarding handling allegations 
of noncompliance. 
 
GENERAL DESCRIPTION - The ethical conduct of research is a shared responsibility. It requires 
cooperation, collaboration, and trust among the institution, investigators and their research staff, the 
subjects who enroll in research, IACUC members, and DRECS staff. The primary responsibility of the IACUC 
is to protect animals used for research purposes. 

Definitions 

Noncompliance is defined as conducting research in a manner that disregards or violates federal 
regulations or institutional policies and procedures. 

Continuing noncompliance is defined as a pattern of recurring or ongoing instances of actions or 
omissions which indicates an underlying deficiency in knowledge of the regulations and IACUC 
requirements and/or willingness to comply with them. 

Serious noncompliance is defined as knowingly disregarding or violating federal regulations or 
institutional policies and procedures applicable to the use of animals in research studies, which, in the 
judgment of the IACUC, place animals at risk of significant harm or death. 

RESPONSIBILITY - The parties responsible for implementing this policy and procedure include the 
following: DRECS Director, DRECS Staff, IACUC Chair, and the Principal Investigator (PI)/Study Personnel. 

PROCEDURES 

Anyone with allegations of noncompliance or continuing noncompliance regarding animal research may 
submit allegations to the DRECS verbally or in writing. The DRECS/IACUC will maintain confidentiality 
regarding the identity of the person submitting the allegation to the extent possible. 

The DRECS Director screens the allegation of noncompliance to determine whether it is justified with 
supporting documents or statements. If it is determined that the allegation is not justified, the DRECS 
Director will forward the allegation materials to the IACUC Chair or designee for review. If the IACUC Chair 
or designee deems the allegation unjustified, the allegation will be dismissed without any further action. 
The DRECS Director or designee will then communicate the outcome of the allegation back to the 
complainant and to the PI against whom the allegation was raised. 

If the DRECS Director determines that an allegation is justified and concerns administrative issues, the 
DRECS Director or designee manages the concern through communications with the PI. If the 
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complaint/concern is minor or administrative, the DRECS Director may determine not to require a formal 
inquiry, interview, or summary with opportunity to comment. Upon resolution of the issue, the DRECS 
Director provides an oral or written summary of the resolution to IACUC at the next convened IACUC 
meeting for review and approval. 

If the allegation involves more serious issues than administrative or minor issues, the convened IACUC or 
the IACUC Chair or designee makes the decision whether to initiate an inquiry. The decision is based on 
the seriousness and/or the frequency of violations and/or disregard for the federal regulations or the 
institutional policies and procedures applicable to human subject’s research. 

If the DRECS Director, IACUC Chair, or convened IACUC determine that an allegation is justified and 
suggests that animals are or have been at immediate risk, the DRECS Director or the IACUC Chair will 
inform the convened IACUC. The convened IACUC will determine whether to immediately suspend the 
IACUC approval and to request research records. In most cases, upon receipt of an allegation the 
convened IACUC will take no formal action until IACUC conducts an inquiry to collect additional 
information and completes the review. 

If the convened IACUC or the IACUC Chair or designee decides to initiate an inquiry to determine the 
validity of the allegations, DRECS staff will notify the investigator. If the allegation involves a co-
investigator or a research assistant, DRECS staff will inform them of the allegation. The DRECS Director or 
the IACUC Chair will make the initial notification via telephone conversation and/or e-mail, with follow-
up written correspondence sent by the IACUC Chair. 

The IACUC may appoint one or more voting member(s) to gather information pertaining to the nature of 
the allegation, the procedures approved in the IACUC protocol, and the procedures followed in conducting 
the study. The DRECS Director assists the IACUC Chair or IACUC representative in conducting the inquiry. 
Periodically, with allegations involving administrative or minor issues of noncompliance, IACUC may 
request the DRECS Director to gather the facts without the involvement of an IACUC member. In more 
serious cases, the convened IACUC will gather the information as a group rather than delegating the 
responsibility to a designated representative. 

Depending on the nature of the allegation and the information collected, the convened IACUC or its 
representative may interview additional individuals. In addition, the convened IACUC or its representative 
may examine research data, both published and unpublished; the applicable approved IACUC protocol; 
and any other pertinent information. 

The DRECS Director or designee will advise IACUC regarding the applicable University and federal 
regulations, assist the IACUC in documenting the review, answer questions about the review process, 
maintain the records of the review, and serve as a liaison with the funding agency. 

IACUC will review allegation information presented by the review team at a convened meeting at which 
a quorum is present. The convened IACUC determines whether to request additional information or 
whether to interview additional individuals. The IACUC may give the respondent the opportunity to meet 
with the convened IACUC before it takes final action. 

The convened IACUC makes the determination whether the allegation is substantiated, and if so, whether 
the noncompliance is serious or continuing based on the materials compiled during the inquiry. If the 
noncompliance is serious or continuing and the research federally funded, the IACUC, with the assistance 
of the DRECS Director, reports the incident(s) to the applicable agency. 
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The convened IACUC may take a variety of actions, depending on the outcome of the review, including, 
but not limited to, the following: 

 approve continuation of research without changes; 

 request formal educational intervention; 

 request minor or major changes in the research procedures and /or consent documents; 

 require monitoring of research activities; 

 suspend or terminate IACUC approval/disapprove continuation of the study; 

 require audits of other active animal protocols of the investigator; 

 disqualify the investigator from conducting research involving animals at the university; 

 determine that the data collected cannot be used for publication; 

 request that publishers and editors be informed if manuscripts originating from the research have 
been submitted or published;or 

 recommend to the university that further administrative action be taken. 

The DRECS Director or designee communicates the IACUC decision to the following individuals via a phone 
call, email, or letter, as appropriate: 

 Investigator; 

 The person raising the allegation; 

 The department Chair; 

 Dean; 

 Vice President for Research; 

 Office of Laboratory Animal Welfare, 

 National Institutes of Health; 

 Sponsor; 

 Other administrative personnel as appropriate. 
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