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                        Guidance
            

        
                    Dec 6, 2016
            
            Evaluation, Screening and Diagnostic Testing for Determination of Clinical Trial Eligibility
            

                Many investigators have expressed uncertainty concerning when consent should be obtained from a subject who is being evaluated for possible eligibility to participate in one or more clinical trials. The following guidance has been developed to...
            

  

  
    
        
                        Guidance
            

        
                    Jul 14, 2016
            
            Resources - ARCHIVED
            

                07/12/2021: This page has been archived. IRBMED Guidance pages throughout Research A-Z link to relevant internal and external resource websites. The lists below provide direct links to resources both within the University of Michigan and outside the...
            

  

  
    
        
                        Guidance
            

        
                    Feb 19, 2016
            
            International Research
            

                In order for UM researchers to conduct a research project outside of the U.S., the foreign host hospital/research center must negotiate an International Assurance Agreement with the Office of International Activities (OIA) in the Office of Human...
            

  

  
    
        
                        Guidance
            

        
                    Nov 6, 2015
            
            Certificates of Confidentiality
            

                Certificates of Confidentiality are issued to protect identifiable research information from forced or compelled disclosure. They allow the investigator and others who have access to research records to refuse to disclose identifying information on...
            

  

  
    
        
                        Guidance
            

        
                    Aug 14, 2015
            
            External Adverse Event (AE) Reporting
            

                This page explains the required reporting for 'external' AEs. These are events that are under the direct oversight of non -UM investigators and non -UM IRBs , events about which the UM investigator receives a report, usually from the study sponsor...
            

  

  
    
        
                        Guidance
            

        
                    Jul 20, 2015
            
            eResearch Regulatory Management (eRRM)
            

                eResearch Regulatory Management (eRRM) is the web-based system that centralizes the review and approval process for Human Subjects Research Applications and IBC Biosafety Registrations.
            

  

  
    
        
                        Guidance
            

        
                    Apr 16, 2015
            
             Unanticipated Problems Involving Risks to Subjects or Others
            

                For information about other types of required reporting, see the Adverse Events (AEs), Other Reportable Information and Occurrences (ORIOs), and Other Required Reporting page. Also see the University of Michigan Human Research Protection Program...
            

  

  
    
        
                        Guidance
            

        
                    Apr 8, 2013
            
            Lotteries as Incentives for Research Participation
            

                Researchers may incentivize study subjects by entering their names in a lottery operated by the study team. If a study’s incentive budget is small, a lottery allows one subject, drawn at random from the pool, to receive the full amount of the...
            

  

  
    
        
                        Guidance
            

        
                    Mar 8, 2013
            
            Electronic Records and Electronic Signatures (21 CFR Part 11) - ARCHIVED
            

                11/8/2021: This page has been archived. UMMS Regulatory Affairs maintains documentation regarding FDA Part 11 compliance at Data Integrity and Sharing (level-2 login required). The regulations in 21 CFR Part 11 set forth the criteria under which FDA...
            

  

  
    
        
                        Guidance
            

        
                    Aug 16, 2012
            
            Forms
            

                The forms below are designed for use with various IRBMED submissions.
            

  

  
    
        
                        Guidance
            

        
                    May 11, 2012
            
            Recruitment Advertising
            

                Advertisements for recruiting potential research subjects can take many shapes. Examples include: flyers in a hospital hallway or on a student union bulletin board; newspaper, radio or television ads; direct mailings; electronic mail announcements;...
            

  

  
    
        
                        Guidance
            

        
                    Apr 18, 2012
            
            Who May Consent for Participation in Research Studies (Michigan)
            

                Participant = Minor Participant = Incapacitated / Incompetent Adult Outpatient Psychotherapy Minor age 14 or over if seeking limited confidential outpatient psychotherapy services under M.C.L. §330.1707 Parent(s)* with legal custody or guardian† See...
            

  

  
    
        
                        Guidance
            

        
                    Apr 17, 2012
            
            Federal Regulations - ARCHIVED
            

                04/23/2021: This page has been archived. IRBMED Guidance pages throughout Research A-Z link to relevant federal websites Regulations enforced by the Food and Drug Administration (FDA) 21 CFR 50 -- Protection of Human Subjects 21 CFR 56 --...
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                    Apr 17, 2012
            
            Investigator Responsibilities
            

                            

  

  
    
        
                        Guidance
            

        
                    Mar 12, 2012
            
            Study-Specific AE Reporting
            

                Click to review previous steps Step 1 Step 2 Refer to the IRB - approved documents for the specific study that includes a detailed plan for AE reporting . Follow the directions in the plan for reporting to oversight bodies (e.g. DSMB , sponsor, IRB...
            

  

  
    
        
                        Guidance
            

        
                    Mar 6, 2012
            
            ARCHIVED - Accessing Medical Records
            

                UPDATE - December 2023. This page is out of date and should be considered archived. Please consult the new guidance page Secondary Use Research . When requesting records the requestor must be listed on the approved IRB, provide the IRB# and approval...
            

  

  
    
        
                        Guidance
            

        
                    Nov 14, 2011
            
            Reports to or from Oversight Agencies, Boards, Committees, etc. (e.g., DSMB, FDA)
            

                The table below presents instructions and guidance on informing IRBMED of reports to or from oversight bodies.
            

  

  
    
        
                        Guidance
            

        
                    Nov 14, 2011
            
            Complaints from Subject or Others about a Research Study
            

                The table below presents instructions and guidance on reporting complaints from subjects or others.
            

  

  
    
        
                        Guidance
            

        
                    Nov 14, 2011
            
            Protocol Deviations, Exceptions, Violations
            

                This table summarizes types of protocol deviations , exceptions, and violations that should be reported to IRBMED as ORIOs.
            

  

  
    
        
                        Guidance
            

        
                    Oct 17, 2011
            
            Non-Regulated under FDA/OHRP, but Regulated under HIPAA Applications - ARCHIVED
            

                04/23/2021: This page has been archived. Please refer to the more comprehensive pages: Certification Preparatory to Research Decedents De-identified Limited Data Sets
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    Office of Research

University of Michigan Medical School

1301 Catherine Street SPC 5624

Ann Arbor, MI 48109


North Campus Research Complex (NCRC)

2800 Plymouth Road Building 520, 3rd Floor

Ann Arbor, MI 48109-2800

    

    
    Phone: 734-615-1332
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