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                        Guidance
            

        
                    Mar 1, 2024
            
            External (non-UM) Study Team Members
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                        Guidance
            

        
                    Nov 17, 2023
            
            Humanitarian Use Device Requirements for U-M Physicians & Investigators
            

                The Food and Drug Administration (FDA) defines a Humanitarian Use Device (HUD) as “a medical device intended to benefit patients in the treatment or diagnosis of a disease or condition that affects or is manifested in not more than 8,000 individuals...
            

  

  
    
        
                        Guidance
            

        
                    Oct 27, 2023
            
            Other Reportable Information or Occurrence (ORIO)
            

                Investigators sometimes receive information that has a direct impact on a research study. This information is reportable to the IRBMED . Frequently this information falls within the Adverse Event Reporting context, or it is reported to IRBMED in...
            

  

  
    
        
                        Guidance
            

        
                    Sep 13, 2023
            
            Research Involving Genetic, Genomic, and/or DNA Collection or Analysis
            

                This guidance document outlines IRB expectations for research involving genetic analysis which generates human genetic information through analysis of human biospecimens. For this guidance, the relevant human genetic information includes heritable...
            

  

  
    
        
                        Guidance
            

        
                    Aug 14, 2023
            
            Secondary Use research
            

                Secondary Use research is subject to IRB oversight if investigators "obtain identifiable private data or identifiable biospecimens.” This is because the regulatory definition of “human subjects research” is met whenever an investigator obtains, uses...
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                        Guidance
            

        
                    Aug 14, 2023
            
            Research Participants with Limited English Proficiency, Low Literacy, Vision Impairments, or Hearing Impairments
            

                Some potential research participants may not fully comprehend written and/or verbal communication about a study because of, for instance, limited English proficiency (LEP): insufficient understanding of English; Illiteracy or low literacy: a reading...
            

  

  
    
        
                        Guidance
            

        
                    Aug 10, 2023
            
            Reporting Time-Sensitive Modifications
            

                NOTE: The following guidance does not apply to studies where IRBMED is relying on an external IRB for regulatory oversight ("ceding" IRB oversight). If your study is ceded, you must reach out to the IRB of Record for guidance and then submit an...
            

  

  
    
        
                        Guidance
            

        
                    Jul 12, 2023
            
            Evaluating Risks to Participants
            

                In human research studies, the IRBs are responsible for evaluating the risks, weighing the probability of each risk coming to pass, and assessing the magnitude of harm that may result. It must then judge whether the anticipated benefit – e.g.,...
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                        Guidance
            

        
                    Jun 19, 2023
            
            Single IRB (sIRB) and Cooperative Multi-Site Research
            

                sIRB Timing, Fees and Budgeting When requesting IRBMED to be the reviewing sIRB, contact IRBMED as soon as possible but at least 8 weeks prior to the grant application due date. See section “IRBMED as the sIRB (accepting oversight)” of this guidance...
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                        Guidance
            

        
                    Apr 7, 2023
            
            Retention of Research Data/Biospecimens
            

                This document provides guidance on completing the IRB application and the informed consent document(s) for IRBMED applications (under IRBMED oversight) that are planning to collect data/biospecimens directly from research participants with an...
            

  

  
    
        
                        Guidance
            

        
                    Feb 15, 2023
            
            Non-Significant Risk (NSR) Medical Devices: Monitoring Requirements
            

                This document provides guidance on the monitoring requirements for non-significant risk (NSR) device studies that are initiated by UM investigators and under IRBMED oversight . It also provides instructions on completing the IRB application for the...
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                        Guidance
            

        
                    Nov 28, 2022
            
            Updating IRB applications when Researcher(s) Leave U-M
            

                When a researcher (aka study team member) listed in an active (not Terminated or Withdrawn in eResearch) IRB application is leaving the University of Michigan, follow this guidance to update the corresponding IRB applications. Notify IRBMED early in...
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                        Guidance
            

        
                    Aug 31, 2022
            
            Emergency Research (Planned and Approved) with Exception from Informed Consent
            

                Overview The Food and Drug Administration (FDA) regulation at 21 CFR 50.24 , and Office for Human Research Protections (OHRP) Secretary's Waiver , allows a narrow exception to the requirement to prospectively obtain and document informed consent...
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                        Guidance
            

        
                    Aug 26, 2022
            
            Radiation Exposure Guide
            

                Ionizing radiation includes x-rays, beta-rays, gamma-rays, neutrons, and other high-speed particles. When subjects are exposed to ionizing radiation as part of their study activity, the risks incurred from radiation exposure must be assessed by the...
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                        Guidance
            

        
                    Aug 22, 2022
            
            Emergency Use of a Test Article in Life-Threatening Circumstances
            

                This guidance describes the circumstances regarding Emergency Use of an investigational product (drug, biologic, or device) and the procedures to be followed before or immediately following the emergency use of an investigational product. Emergency...
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                    Jul 1, 2022
            
            Michigan Medicine Clinical Research Position Statement
            

                Industry sponsors often agree to pay for the costs of items and services that arise from research-‐related injuries. Sometimes the promise to pay is conditioned upon the receipt of a denial from another payer or stated as a conditional payment if...
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                        Guidance
            

        
                    May 13, 2022
            
            Quality Assurance and Quality Improvement (QA/QI) Projects
            

                According to U-M Human Research Protection Program (HRPP) and federal (OHRP) guidance, IRB review and approval is not required for activities that are limited to Quality Assurance and Quality Improvement (QA/QI) activities. However, IRB approval is...
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                        Guidance
            

        
                    Jan 3, 2022
            
            Blood Draw Guidance
            

                Blood draws for research purposes should be limited to the smallest necessary volume. Maximum blood draw volumes for research should also take into account blood drawn for clinical care. Investigators should coordinate with clinical teams regarding...
                
          Tags: Study Coordinator        

          

  

  
    
        
                        Guidance
            

        
                    Dec 15, 2021
            
            Waivers and Alterations under OHRP, FDA and HIPAA
            

                Common Rule regulations and FDA guidance , and HIPAA regulations each allow for an IRB to approve research that departs from the usual requirements regarding the participant’s free and informed decision to participate in the study, or regarding the...
            

  

  
    
        
                        Guidance
            

        
                    Dec 15, 2021
            
            Informed Consent Procedures Using Electronic Systems and Remote Use of Paper Documents
            

                Electronic and remote informed consent procedures are permitted by IRBMED and must meet the same regulatory and institutional requirements of an in-person paper-based informed consent process. This guidance is intended for research studies that...
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