St. John Hospital & Medical Center
INSTITUTIONAL REVIEW BOARD 

REPORTING REQUIREMENTS FOR UPIRSOs
What are UPIRSOs?
· UPIRSO is an Unanticipated Problem Involving Risks to Subjects or Others
· They are problems that arise during research that may involve risks to subjects or others that are:

1.
Unexpected (e.g., nature, severity or frequency) given:

A.
Research procedures that are described in protocol-related 




documents; and

B.
Characteristics of subject population being studied; and
2.
Related or possibly related to participation in the research (e.g., possibly related means there is a reasonable possibility that the incident, experience, or outcome may have been caused by the procedures involved in the research); and

3.
Suggest research places subjects or other at greater risk of harm (e.g., physical, psychological, social, legal, economic) than was previously known / recognized.

· Did you know that UPIRSOs occur in all kinds of research, not just medical studies?  For example, a stolen laptop with research data can be a UPIRSO.

· If a UPIRSO occurs, prompt reporting to the IRB is required (see the following page for reportable events and reporting timelines.)

Are Adverse Events (AEs) the Same as Unanticipated Problems?
The following Venn diagram summarizes the general relationship between adverse events and unanticipated problems:  
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Under 45 CFR part 46: Do not report A, Do report (B+C)




http://hhh.gov/ohrp/policy/AdvEvntGuid.htm
· No – Only a small subset of adverse events occurring in human subjects participating in research will meet the definition of an unanticipated problem involving risk to subjects or others.
· An adverse event (AE) is any untoward or unfavorable medical occurrence in a clinical investigation with a human administered pharmaceutical product or medical device and which does not necessarily have to have a causal relationship with this treatment.
See next page for Reportable Events and Reporting Timelines 
Reportable Events (but not limited to):
· Breach of confidentiality (e.g., lost or stolen research data)

· Newly discovered information (e.g., from data analysis or publications) that indicates a greater risk to subjects than expected

· Change in protocol implemented prior to IRB approval to eliminate a hazard to subjects or others

· Incorrect dosing or labeling

· Risk to others (e.g., research staff, investigators) related to research (e.g., physical harm)

· Internal adverse events (AE) which are unexpected and related to research

· External adverse events which are unanticipated problems involving risks to subjects or others

· Unexpected serious adverse events (SAE)

· Unanticipated adverse device effect

· Unsafe research environments

· Threats to subjects or others related to their participation in the research

· Changes in research environment that increase risk to subjects or others due to research (e.g., political or social changes)

· Higher occurrence of an AE or SAE than expected

· Any side effect not mentioned in the consent form or protocol

· Incarceration of subjects

· Etc.
Reporting Time Frame to SJHMC IRB

Forms Available at http://www.stjohn.org/irb
Urgent unanticipated problems (problems that pose immediate harm to subjects or others):
· Change may be implemented in protocol prior to IRB approval to eliminate a hazard to subjects or others.

· Contact the IRB for guidance when needed.

Unanticipated problem resulted in subject death, was potentially life threatening or risked serious harm to subject:

· Within 24 hours of knowledge of event or sooner as appropriate.

· Complete & submit Clinical Unanticipated Problem for with any pertinent attachments (e.g., study sponsor report, communications, etc.)

For adverse events that may constitute an unanticipated problem:

· Within 72 hours

· Complete & submit Clinical Unanticipated Problem form with any pertinent attachments (e.g., study sponsor report, communications, etc.)

For all other unanticipated problems:

· Within 72 hours

· Complete & submit Non-Clinical Unanticipated Problem with any pertinent attachments (e.g., study sponsor report, communications, etc.)

Do Not Delay Reporting for Lack of Complete Information;

Follow-Up Information May be Submitted
* * * * * * * * * * * * * * * * * * * * * * * * * * * * *

IRB Office Contact Information:


Phone:  313-343-8314 / 313-343-3863

Mack Office Building



Fax:  313-343-7840

19251 Mack Avenue, Suite 340


Email: Elizabeth.mill@stjohn.org
Grosse Pointe Woods, MI 48236



SuzanneC.leialoha@stjohn.org
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