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UAA Policy on Allegations of Noncompliance regarding Human Subject Research
A. Purpose
The University of Alaska Anchorage (UAA) Institutional Review Board (IRB) and Office of Research Integrity and Compliance (ORIC) has created a policy and procedures on research compliance investigations, in accordance with the Department of Health and Human Services’ (DHHS) Office for Human Research Protections (OHRP), and UAA’s Federal Wide Assurance (FWA) . The IRB is mandated to review allegations of noncompliance. In the event of an investigation, the Office of Research Integrity and Compliance (ORIC) works collaboratively with the IRB to ensure that applicable policies are followed.
B. Policy
All researchers conducting human subject research must comply with the decisions of the IRB and ORIC, as well as all related federal, state, and local regulations as well as university policies. If a researcher becomes aware of any research noncompliance of an approved project, then a report must be made to the IRB, preferably by the Principal Investigator (PI). If allegations of research noncompliance are made to the UAA ORIC, those allegations must be investigated, resulting in an outcome determination. The procedures for this investigation and the outcome of the investigation are described below.
The Institution, including the IRB, must comply with the University of Alaska and UAA policies and procedures as well as all federal regulations and state laws related to the protection of the safety, rights and welfare of human subject in research.	
All allegations of noncompliance must be investigated and it must be determined whether the allegation has a basis in fact or not. Anyone who suspects noncompliance with an IRB-approved study or other human research activities should make a report to the IRB or ORIC. 
Reports of research misconduct or Whistleblower reports may be subject to different rules.
C. Definitions
1. Allegation: The term “allegation” means a report of suspected noncompliance, requiring evaluation to determine whether noncompliance has in fact occurred. This includes self-reports by investigators.

2. Evaluation: The term “evaluation” describes the entire process of determining if noncompliance was present. This includes the initial assessment of the allegation, any fact-finding, and performance of a thorough investigation. In this document, “evaluation” is the term used to describe the totality of the process, however, all potential steps may not be necessary in all allegations.

The general steps are:
a. Assessment: this is a process where the IRB Chair and ORIC review the allegations or concerns to determine whether the facts justify the allegation (i.e. there are supporting documents or statements). 

b. Inquiry: the process of compiling relevant information.  An inquiry may be initiated in response to an allegation or knowledge of possible noncompliance and generally occurs prior to an investigation based on information obtained during the assessment and the severity of the allegation. 

c. Investigation: a formal evaluation of allegations and all information to determine if noncompliance occurred, the responsible person(s), and the potential harm to the research participants or others.

3. Institutional Official (IO): the signatory authority on the Federal Wide Assurance (FWA) filed with OHRP to ensure compliance with human subject regulations. 

4. Harm:  according to the OHRP, this includes negative physical, psychological, economic, educational, or social impacts. 

5. Misconduct in Research, Scholarly Work and Creative Activity (misconduct): as defined in the UAA Board of Regents Policy 10.07.060 is typically outside the scope of regulatory noncompliance in Human Subject Research.  

6. Regulatory Noncompliance (noncompliance): conducting research in a manner that disregards or violates the regulations and standards set forth by institutional, local, state, and federal policies and procedures applicable to human subject research. Noncompliance with UAA IRB/ORIC policies and/or local, state, or federal requirements may involve a range of issues from relatively minor, administrative, or technical violations to more serious violations that pose risk to participants and/or violations of participants’ rights and welfare.
7. Continuing noncompliance: persistent failure to adhere to the laws, regulations, or policies governing human research.
8. Serious noncompliance: a failure to adhere to the laws, regulations, or policies governing human research that may reasonably be regarded as:
a. Involving substantive harm, or a genuine risk of substantive harm, to the safety, rights, or welfare of participants, research staff, or others; or 
b. Substantively compromising the effectiveness of an institution’s human research protection or human research oversight programs.

9. Suspension or Termination: all research activities must be stopped immediately and cannot be resumed until the Investigator(s) is (are) informed in writing by the IRB. A suspension may be temporary or final, depending on the outcome of the evaluation (as defined above). 
D. General Principles
Lines of Authority
Per HHS Policy (45 CFR 46.113), the IRB is authorized to suspend or terminate human subject research. Additionally, the Institutional Official (IO) may suspend or terminate a research project. The IRB Chair has plenipotentiary power to suspend or terminate approval of research that is not conducted in accordance with the IRB's requirements or that has been associated with unexpected serious harm to subject. If the IRB suspends or terminates a research activity, only the duly convened IRB can reinstate approval for that activity.  Per 45 CFR 46.112, research approved by the IRB may be subject to further review and approval or disapproval by institutional officials. However, institutional officials may not approve the conduct of human subject research covered by HHS regulations not approved by the IRB. 
Confidentiality
The IRB/ORIC will make all efforts to ensure confidentiality is maintained. The IRB acknowledges that false allegations can jeopardize the integrity and reputation of the institution, employees, and research. 
Reporting Allegations of Noncompliance – Whistleblowing 
Anyone should report allegations of research noncompliance to any of the following: IRB Chair, Institutional Official, ORIC staff, and/or an IRB member (https://www.uaa.alaska.edu/research/office-of-research-integrity-and-compliance/irb/membership.cshtml). Allegations can be reported verbally or in a written document. Whistleblowers are not required to be identified for an allegation to be submitted; however, it is the responsibility of the person(s) receiving the allegation to fully document all communication regarding the allegation to prevent miscommunication. Documentation should include the time and date of the allegation, description of the allegation (including time and date of any observations that raise concern), and why the allegation is being made.
E. Steps for Evaluating Allegations
1. Once a report of noncompliance is received, the IRB Chair (or designee) will assess the report to determine whether the facts justify the allegation (i.e. there are supporting documents or statements). The researcher against whom the allegation is made will be notified of the allegation and the assessment process. 

If the IRB Chair has an actual or perceived conflict of interest, the Institutional Official will delegate the responsibility of the investigation to an IRB member who does not have a conflict of interest. The Institutional Official, legal counsel, the complainant, and the investigator may be invited to participate in the evaluation as warranted.

The IRB Chair will make an initial assessment. The initial findings shall be one of the following:

a. No basis in fact. Necessary parties (PI, complainant) will be advised of this.

b. Possible basis in fact but is not serious and not continuing noncompliance. 
If the report is substantiated but the concerns are minor or administrative in nature, the concern is managed through communications with the PI or the complainant with the approval of the IRB Chair. 
c. Possible basis in fact and is serious and/or continuing noncompliance without potential participant harm.
The outcome and determination made will be documented in correspondence and forwarded to the Principal Investigator or to the appropriate person within the Institution within ten working days of the IRB Chair’s determination. 
d. Possible basis in fact with concern of participant harm.  
In this case the IRB Chair will contact the PI to establish an interim measure to protect subject until such a time that the Full Board can review the study. An example of such a measure is to suspend all new subject enrollment.

2. If the report is substantiated and the assessment indicates the concerns are neither minor nor administrative, the IRB Chair will convene an emergency IRB meeting to review the collected information and determine the next step: inquiry or investigation with or without immediate action. 
If research activity is suspended, a report must be made to the IO, who may need to report the suspension to any entity overseeing the research. HHS regulations require that any suspended human participant research that is conducted or supported by HHS be reported to OHRP immediately (HHS regulations, 45 CFR 46.103(a) and 108(a)(4)).
The OHRP report must include:
a. the name of the institution;
b. the research project title and/or grant proposal that was suspended; 
c. the name of the principal investigator of the protocol; 
d. the research project number assigned by the IRB; 
e. a detailed description of the suspension; and 
f. the corrective actions the institution is taking to address the suspension.

3. Inquiry or Investigation - the IRB Chair may serve as the primary contact to execute an inquiry or investigation. The IRB Chair will appoint a subcommittee to participate in this process. This process will collect additional information, which may include the allegation, the research project, protocol, IRB and investigator communications, project participants, etc. From this inquiry, the IRB will determine:
a. Further evidence yielded no basis in fact.
b. Allegations are supported fully or partially. 
c. Determine if corrective action is needed and recommend the corrective action.
 
4. The IRB Chair (or designee) will compile a final report for the IO. Based on the funding source and agency oversight, the IO may need to submit the final report to OHRP. Like an initial report of suspension, the final report to OHRP must include: 
a. the name of the institution;
b. the research project title and/or grant proposal that was originally suspended;
c. the name of the principal investigator of the protocol;
d. the research project number assigned by the IRB; and
e. the corrective actions the institution is taking to remediate the immediate problem and ensure that the incident will not happen again with that principal investigator or with other researchers.

In the report, the IRB will determine one of the following outcomes:
a. There was no evidence to support the allegation.
b. The allegation was not supported; however, it may require additional action by university administration.
c. The allegation was valid and requires additional action. This may include a misconduct allegation report to the Provost.  

5. HHS Policy may require the IO to report any serious or continuing noncompliance to OHRP. 

6. The IO will inform the complainant and appropriate institutional authorities of the investigation’s outcome.  
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_____________________________________________________		Date: _____________

Approved by: Dr. George Kamberov / Associate Vice Provost for Research 
[signed version on file with UAA ORIC]
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