
 Document Title:  Mul�-site Research Repor�ng Plan 

 A.  Introduc�on  : 

 The purpose of this document is to help study teams that are relying upon an University of Michigan (U-M) IRB for 
 the purpose of regulatory oversight understand the con�nued repor�ng requirements. U-M IRBs use a PSite 
 applica�on to collect informa�on from the external sites. This guidance document has been prepared jointly by the 
 IRB-HSBS and IRBMED to summarize harmonized procedures established between the two departments. 

 Defini�ons, Repor�ng Timeframes, Procedures 
 REPORTABLE TO THE LEAD SITE (U-M) WITHIN 7 DAYS 

 Unan�cipated Problems Involving Risks to Human Subjects or Others  : an actual incident, experience, or outcome  that 
 warrant considera�on of substan�ve changes in the research protocol or informed consent process/document or other 
 correc�ve ac�ons in order to protect the safety, welfare, or rights of subjects or others. The following criteria must be 
 met: 

 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 characteris�cs of the subject popula�on being studied 

 2. Related or possibly related to par�cipa�on in the research (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); 

 3. Suggests that the research places subject(s) or others at a greater risk of harm (including physical, psychological, 
 economic, or social harm) than was previously known or recognized. 

 Non-compliance  : The failure of a person or organiza�on  to act in accordance with the requirements of a law, regula�on, 
 policy, or the requirements and/or determina�on of an IRB.  Major  protocol devia�ons that may adversely  impact safety 
 of par�cipants, or impact integrity/validity of the data are considered non-compliance (such as dosage 
 errors/interven�on errors, consent process devia�ons, deliberate procedural devia�ons, and accidental procedural 
 devia�ons) 

 Con�nuing non-compliance  : Noncompliance that recurs  a�er an inves�gator has been no�fied of a similar or related 
 noncompliance concern pertaining to one or more protocols. 

 Serious  non-compliance  :  Non-compliance  that,  in  the  judgment  of  the  IRB,  materially  increases  the  risks  or  causes 
 substan�ve  harm  to  research  par�cipants  or  materially  compromises  the  rights  or  welfare  of  par�cipants  including 
 considera�on of the following: 

 1. Harm to par�cipants; 
 2. Exposure of par�cipants to a significant risk of substan�ve harm; 
 3. Compromised privacy and confiden�ality of par�cipants; 
 4. Willful or knowing research misconduct on the part of the inves�gator; 
 5. A viola�on of ethical principles for human research; or 
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 6. Damage caused to the scien�fic integrity of the data collected. 

 Complaints:  Complaints from any individual related  to par�cipant safety, study conduct, or study related materials. 

 Accident/Incident:  Accidents/Incidents involving par�cipants,  their data, biospecimens or facili�es associated with the 
 research (e.g., breach of confiden�ality, loss of research data or biospecimens). 

 Subject Incarcera�on  : Incarcera�on of a par�cipant  when the research was not previously approved for the enrollment 
 of prisoners under Subpart C and the inves�gator believes it is in the best interest of the subject to remain on the study. 

 Oversight Reports:  Reports of internal or external  audits; study holds or suspensions that are not built into the study 
 design and affect the local site only. Reports of monitoring (such as Data Safety Monitoring) outcomes that have 
 concerns of subject safety or suggested revision of study materials. 

 Subject Withdrawal:  Withdrawal due to safety reasons. 

 Per�nent publica�on/public announcement:  Informa�on  affec�ng the risk/benefit ra�on of the study or informa�on 
 affec�ng subjects’ willingness to par�cipate in the research. 

 IRB Approval Lapse:  Report of any study ac�vity during  the lapse in approval (this can happen if a site does not get 
 informa�on to lead site in �me for the submission of the con�nuing review). 

 REPORTABLE TO THE LEAD SITE (U-M) AT CONTINUING REVIEW 

 Site Status Reports:  Site enrollment closed and/or  completed interac�on/interven�on no�fica�ons without safety or 
 regulatory concerns 

 Subject Withdrawal:  Withdrawal of a subject due to PI discre�on, subject discre�on/request or other reasons, such as 
 mee�ng protocol stopping rules. 
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