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            Clinical Trials Support Office

      
      
    
    
          
        


			The Clinical Trials Support Office (CTSO) is the central hub for the trans-departmental Clinical Trials Support Units (CTSUs), providing enterprise-wide leadership, standards, policies, and a common infrastructure. 
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        Comprehensive Research Support
      
    
          
        
          In our role as concierge for clinical research, we act as a liaison between Principal Investigators and study teams to other partners across the U-M involved in clinical research. At Michigan Medicine, all NIH-defined clinical trials and clinical research that has a billing calendar are required to be supported by a CTSU. 

If you are a faculty or study team member, CLICK HERE to start the clinical research process, or connect with us at [email protected].
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			View the Michigan Medicine Clinical Research Site Profile for an overview of the resources we offer to support clinical research.
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      Our goal is easier and more timely navigation through the clinical research administrative process at Michigan Medicine.
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            Clinical Trials Support Units (CTSUs)

      
        

        
          Clinical Trials Support Units (CTSUs) are business units that partner with investigators and their teams to ensure the timely and efficient activation and execution of clinical trials at Michigan Medicine.
        

        Learn More
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            Study Coordinator Support

      
        

        
          Principal Investigators can ultimately find a smoother process and save time by taking advantage of our study coordinator pool, which can provide investigators with team members who are already on staff and fully trained.
        

        Learn More 
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            Michigan Clinical Research Unit (MCRU)

      
        

        
          The Michigan Clinical Research Unit (MCRU) provides clinical staff, resources, and infrastructure that are necessary to conduct adult and pediatric human clinical research protocols at the University of Michigan.
        

        Learn More
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            Training, Education, and Resources

      
        

        
          The Clinical Trials Support Office provides a structured and formalized path for developing faculty and study teams early in their career or new to clinical trial research. 
        

        Learn More

      
    

  





      
    
    
    
    
    
  








  




  
          
    
    
          
        


          
    

  
          
  
    
      The Clinical Trials Support Office and CTSU team members are here to help faculty and study teams easily and efficiently navigate the clinical research process, with greater support and increased satisfaction.



With this strong institutional backing of clinical research, Michigan Medicine is able to retain and recruit top-tier clinical scientists, improve our national visibility, and demonstrate the value of clinical trials to patients, families, and society.
    

    
              Anna Lok, MD

          

        
      Assistant Dean for Clinical Research
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  1,541

  Studies



 
  
  453

  Principal Investigators



 
  
  43,276

  Study Subjects
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        Contact Us
      
              
                  Clinical Trials Support Office

                                  

            Medical School Office of Research

      
              

              
                

            M-CTSU: North Campus Research Complex, Building 520

O-CTSU: North Campus Research Complex, Building 300

2800 Plymouth Road

Ann Arbor, MI 48109



                            

                                              
        Email: [email protected]
      

        
  




      
    
    
    
          
        
   

  
          
        About Us
      
                  
                                  
            The Clinical Trials Support Office is a unit of the Medical School Office of Research, where our mission is to foster an environment of innovation and efficiency that serves the Michigan Medicine research community and supports biomedical science from insight to impact.

          

                      

                                            
  




      
    
    
  








      




  
          
    
    
          
        


          
    
    
          
      
        
                Upcoming Research Events
        
        
                All Office of Research Events
              

              
            


  
  
    Waivers, Alterations, and Alternative Forms of Informed Consent (Level II)
  
  
    This course offers an overview of some special situations relating to informed consent. Specifically, waivers and alterations of informed consent, waivers of documentation of informed consent, and obtaining consent from non-English speakers.
  

    

        

              
            


  
  
    THNK Spectral Education Series & Flow Cytometry
  
  
    The THNK Spectral Education Series will help you understand the differences between spectral and conventional flow cytometry with basic of multicolor panel design experiments. 
  

    

        

              
            


  
  
    Reporting AEs, ORIOs, and UaPs
  
  
    This course will identify what constitutes an Adverse Event, ORIO, and Unanticipated Problem and how such events impact risk to subjects. Additionally, the course will review the requirements of reporting such events to the IRB and other entities.
  

    

        

              
            


  
  
    Amendments and Continuing Reviews
  
  
    This course is a follow-up to Initial Project Applications and will examine the process for submitting amendments and scheduled continuing reviews to IRBMED using eResearch once a project’s initial application has been approved.
  

    

        

              
            


  
  
    CRISPR/CAS9 AND MOUSE ES CELL TRAINING CLASS
  
  
    In this two-week long hands-on session trainees will design, build, and validate CRISPR/Cas9 reagents in mouse ES cells. Trainees will learn how to work with mouse embryonic stem cells in culture, to clone CRISPR/Cas9 reagents in plasmids, and to purify and analyze DNA from cultured cells.
  

    

        

              
            


  
  
    Data and Safety Monitoring Boards and Data Safety Monitoring Plans
  
  
    A DSMB is an independent group that advises the study team regarding subject safety, study conduct, and efficacy. The DSMB will also make recommendations concerning the continuation, modification, or termination of the trial. A DSMP outlines how subject safety and data integrity will be maintained to ensure the validity of collected data. This course will review when studies are required to have a DSMP or DSMB and how to develop an appropriate DSMP.
  

    

        

              
            


  
  
    Research Foundations for Investigators: Designing Strong Pilot & Feasibility Studies
  
  
    Presented by the Clinical Trials Support Office, a unit of the Medical School Office of Research, the Research Foundations for Investigators series is for early-career investigators and their teams that are looking to develop their skills and grow their research portfolio. Session 1 focuses on the basics of designing strong pilot and feasibility studies.
  

    

        

              
            


  
  
    Storage and Retention of Data (Level I)
  
  
    This course will review the fundamentals of maintaining confidentiality of subject data, including data encryption and protection, using secure environments and external websites, and distinguishing among anonymized, coded, and de-identified datasets.
  

    

        

              
            


  
  
    Introduction to sIRBs
  
  
    This course will identify the Single IRB model for Multi-Site research, show the regulatory requirements of sIRB review and the exceptions to sIRB requirements, and explain sIRB requests of IRBMED as sIRB (accepting oversight), External IRB as sIRB (ceding oversight), and UofM as the Coordinating Center. 
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            Office of Research

      
  
    Call for R01 Boot Camp Mentees and Coaches

  
  




			R01 Boot Camp is an intensive mentorship program designed to help early career faculty receive their first NIH Research Project Grants (R01, or equivalent). While developing proposals over the 9-month course, mentees attend a variety of workshops on topics such as grant writing, budgeting, and constructing components of the grant application.

	






        
              
          

      [image: Dr. Prasov and one of his team members in the lab]
    

            Office of Research

      
  
    Research Scouts Program Closes First Year of Funding

  
  




			Research Scouts supports the Bold Science area of the Medical School's strategic research plan, "Great Minds, Greater Discoveries."  The program makes awards of up to $150,000 to novel and visionary projects, and recently closed it's first year of funding.
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    Apply Today! Biotech Career Development Program

  
  




			The Biotech Career Development Program (BCDP) is a structured, cohort-based career development program for STEM graduate students and postdocs that guides participants through self-reflection, skill-building, and career exploration strategies in advance of seeking full-time employment or an internship/externship.
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