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Reporting to Regulatory Agencies, Department Heads and Institutional Officials

Introduction:

It is the responsibility of the Center for Clinical Research and the UHCMC IRB and Office of Research Compliance to assure reporting occurs according to the Federal regulations, institutional policy and UMCMC IRB policy.    

Definitions:
Continuing Non-Compliance:  A pattern of non-compliance that, in the judgment of the IRB Chair or convened IRB, indicates a lack of understanding of the regulations or institutional requirements that may affect the rights and welfare of participants, would have been foreseen as compromising the scientific integrity of a study such that important conclusions could no longer be reached, suggests a likelihood that non-compliance will continue without intervention, or frequent instances of minor non-compliance. Continuing non-compliance also includes failure to respond to a request to resolve an episode of non-compliance with human subject protection regulations.
Non-Compliance: Any action or activity associated with the conduct or oversight of research involving human subjects that fails to comply with federal regulations or the requirements or determinations of the IRB. Non-compliance actions may range from minor to serious, be unintentional or willful, and may occur once or more than once. The degree of non-compliance is evaluated on a case-by-case basis and will take into account such considerations as to what degree subjects were harmed or placed at an increased risk and willfulness of the noncompliance.  Examples include, but are not limited to: Failure to obtain IRB approval; inadequate or non-existent procedures for the informed consent process; inadequate supervision; failure to follow recommendations made by the IRB; failure to report adverse events or protocol changes; failure to provide ongoing progress reports; or protocol deviations.

Serious Non-compliance: An action or omission in the conduct or oversight of research involving human subjects that affects the rights and welfare of participants, increases risks to participants, decreases potential benefits or compromises the integrity or validity of the research.  Examples of serious non-compliance include, but are not limited to: Conducting non-exempt research without IRB approval; enrollment of subjects that fail to meet the inclusion or exclusion criteria of the protocol, that in the opinion of the IRB Chair, Vice Chair(s), or convened IRB increase the risk to the subject; or enrollment of research subjects while study approval has lapsed; or major protocol deviations that may place subjects at risk from the research.

Suspension is when research on an approved protocol is partially or completely stopped pending future action by the IRB.  Examples include: an unanticipated problem in research involving greater than minimal risks to subjects or others; unexpected serious harm to subjects; or when the IRB is investigating a research protocol for possible issues of human subject non-compliance or continuing non-compliance with federal regulations, or with the determinations of the IRB. Suspended protocols remain open and require continuing review.

Termination is when the IRB stops permanently some or all research procedures.
Unanticipated Problem involving risks to subjects or other includes any incident, experience, or outcome that meets all of the following criteria:

(1) unexpected (in terms of nature, severity, or frequency) given (a) the research procedures that are described in the protocol-related documents, such as the IRB-approved research protocol and informed consent document; and (b) the characteristics of the subject population being studied; and
(2) suggests that the research places subjects or others at a greater risk of harm (including physical, psychological, economic, or social harm) than was previously known or recognized.

Policy:

This policy establishes guidelines to ensure prompt reporting by the UHCMC Research Compliance Office in response to findings of the UHCMC IRB of those events listed in Federal regulations.  These regulatory requirements may be found in 45 CFR 46.103(b)(5)(i) and 21 CFR 56.108(b)(1).
If the IRB determines that an event represents:

1. An unanticipated problem involving risks to subjects or others;

2. A serious or continuing noncompliance with research regulations or determinations of the Research Compliance Office and\or the IRB; or

3. A suspension or termination of IRB approval,

In these instances the Research Compliance Office will prepare a draft report within fifteen (15) working days after the IRB meeting at which the determination occurred or after which time an appropriate administrative action was taken outside of a full Board meeting of the IRB.

Any concerns regarding data integrity outside of the jurisdiction of the Research Compliance Office or the UHCMC IRB will be referred to UHCMC Chief Medical Officer, the Office of Research Compliance at Case Western Reserve University (Case) or the respective Dean’s Office at Case for further consideration/action.

Procedures:
The contents of the required reporting will include:

1. The nature of the event (unanticipated problem involving risks to participants or others, serious or continuing non-compliance, suspension or termination of approval of research);

2. Name of the institution conducting the research and the awardee institution as applicable;

3. Protocol title;

4. Name of the Principal Investigator;

5. IRB number and identification numbers of any applicable Federal or non-Federal award(s) (grant, contract, or cooperative agreement, etc.);

6. A detailed description of the issue  including the findings of the institutions involved  and the reasons for the Research Compliance Office’s investigation and the IRB’s decision;

7. Actions the Research Compliance Office, the institution or the IRB is taking or plans to take to address the problem (e.g., revise the protocol, suspend subject enrollment, terminate the research, revise the informed consent document, inform enrolled subjects, increase monitoring of subjects, etc.); and

8. Plans, if any, to send a follow-up or final report by the earlier of: a specific date, when an investigation has been completed or a corrective action plan has been implemented.

The Research Compliance Office in consultation with the IRB Chair, Vice Chairs (designees) and the Vice President for Research will review and finalize the report within ten (10) working days after the IRB meeting at which the final determination occurred.  The reporting will take place within 30 days of the completion of an investigation and/or determination has been reached.  

The Vice President for Research will send the report to the following as applicable:

1. The IRB (as an information item with the agenda); or as an administrative action report

2. OHRP*;

3. FDA* (whenever the research is subject to FDA regulation);

4. Case Office of Research Compliance* (whenever the research involves the use of  shared facilities or employees or agents with appointments at both UHCMC and Case and by awardee institution, as applicable);

5. Other Federal Agencies* that are a signatory to “The Common Rule” who conduct or oversee the research;

6. Principal Investigator and other members of the research team, as applicable;

7. Chief Medical Officer and/or President and CEO; and\or

8. Institutional Compliance Officer;

If deemed appropriate by the Vice President for Research, the report will also be forwarded to the following:

1. Department(s) chair(s), program director and supervisor(s) of the investigator and employee;

2. Other organizations and departments involved with the research (e.g., GCRC);

3. The sponsor or funding agency; and\or 
4. The applicable Grants and Contracts offices.
*Reporting is not required if the agency has already been made aware of the event through other mechanisms, such as reporting by the investigator, sponsor, or another organization. 
Regulatory Citations:

45 CFR 46.103(b)(5)(i) 

21 CFR 56.108(b)(1).
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