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Continuing Review Report Form

	Need help? Have questions? Call us at (734) 712-5470 
Federal Regulations require that the IRB review all approved non-exempt research studies at least annually.  It is the Principal Investigator's responsibility to submit a Close Out form or Continuing Review Form prior to the study's expiration date.


	Principal Investigator:       


	Department:              IRB Study Number:       


	Title of Project:       


	 What is the status of this research study? Mark all that apply.  
 FORMCHECKBOX 
  Research activities are on-going (including specimen collection or chart review or participant enrollment)
 FORMCHECKBOX 
  No participants have been enrolled and no additional risks have been identified 
       Please provide justification to keep the study open:                                          
               
 FORMCHECKBOX 
  Only remaining research activity is data analysis 
 FORMCHECKBOX 
  Closed to participant accrual (enrollment)
Have all participants completed all research Interventions/treatments except that the research remains open only for long-term follow-up of participants?                                                  

                                     FORMCHECKBOX 
   NO       FORMCHECKBOX 
   YES   
 FORMCHECKBOX 
  Temporarily closed: why?      
 FORMCHECKBOX 
  Other:      
 FORMCHECKBOX 
  Expired – STOP all research activities and either submit a Close Out form or New Project Application  form.  Once a study expires, the IRB cannot review a request for continuation. When a study is expired all research activities must stop-- no participants can be enrolled, no data can be collected, etc. Repeat failures to submit a continuing review form or a study close out form may be deemed non-compliance by the IRB.
 

	Please indicate how the study has been monitored to assure that adequate provisions are in place for the data collected to ensure the safety of subjects in the past year:     
        a) Was study monitoring conducted internally and /or externally?                      
 FORMCHECKBOX 
  Internal -- (as per protocol by members of the study team or DSMB)          
 FORMCHECKBOX 
  External -- attach most recent sponsor monitoring summary, DSMB or DMC summaries, or other  

                       appropriate external monitoring report.    
         b) Were any safety or risks to participant issues raised?                                            
 FORMCHECKBOX 
  NO         FORMCHECKBOX 
  YES - please explain:                       

      

	Was a signed Informed Consent form obtained from each participant?  
 FORMCHECKBOX 
  Waiver of documentation of consent or a waiver of consent was previously granted 
 FORMCHECKBOX 
  N/A-- No participants enrolled 
 FORMCHECKBOX 
  YES      
If yes, is a copy of each signed consent form contained in your files?                               

                     FORMCHECKBOX 
   YES           FORMCHECKBOX 
   NO 
If no, please explain and state whether this was reported to the IRB      
 FORMCHECKBOX 
  NO - please explain and state whether the missing signed informed consent form was reported to the IRB:      


	Participant Studies Only: 
# of participants:
# that have been enrolled?
# IRB approved to accrue?
# withdrew?
# screen fail (after consent)
Locally
     
( sponsor determined*
     
     
     
Nationally (if known or applicable)
     
     
    *Multi-site studies may put "sponsor determined" if the IRB approved this via the initial application.
    If any participants withdrew from the study, list or attach reason and participants' initials:
Initials, code, #

Reason for Withdrawal

     
     
     
     
Indicate the following, below (or attach list), for all participants in the research study:
Participant Code, #, or initials

Date of enrollment
Gender

Race

Ethnicity (if known)
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
Race, gender, and ethnicity: Is there an equitable distribution of gender, race, and ethnicity (if known)? 
 FORMCHECKBOX 
 YES               FORMCHECKBOX 
  NO              FORMCHECKBOX 
 No one enrolled (local site)     

If no, explain reason for inequitable distribution and any actions taken/that will be taken to address this:

 FORMCHECKBOX 
  Related to or explained by the condition being studied, so no action needed

 FORMCHECKBOX 
  Reflects the local community—please state evidence for this:      
 FORMCHECKBOX 
  Small N
 FORMCHECKBOX 
  Other reason; include action:       
Non-English speaker:  Have you consented any non-English speaking participants using the short-form?  

         FORMCHECKBOX 
 YES               FORMCHECKBOX 
  NO              FORMCHECKBOX 
 No one enrolled (local site/coordinating site)                                                                                                                                                                                                                  

If yes,  state the number of times for each language:  #       for       (language)

NOTE: If enrollment of a few non-English speaking participants of the same language has occurred, it is advisable to translate the consent and participant materials into the language used. 

Vulnerable groups:  Have you enrolled any participants from a vulnerable population that was not discussed in the original application (incarcerated participants, children, participants with diminished or fluctuating capacity, employees, prisoners, etc.)?  

           FORMCHECKBOX 
 YES               FORMCHECKBOX 
  NO              FORMCHECKBOX 
 No one enrolled (local site/coordinating center)                                                                                                                                                                                                                  

If yes,  state the number and group:  #          Population:       

Vulnerable groups have special regulatory protections.  Please contact the Research Compliance Dept for assistance in assessing your situation and the next steps to take prior to submitting.

	 Chart/Specimen review only studies:  
How many charts/specimens have you received IRB approval to review/collect?       
How many charts/specimens have been reviewed/collected to date?       
 

	All studies:

Have all internal reportable adverse events and unexpected problems from this study been submitted to the IRB? 
              FORMCHECKBOX 
 YES          FORMCHECKBOX 
  None occurred          FORMCHECKBOX 
  NO
If Yes, indicate below or attach a summary of all reportable adverse events and unexpected problems from this study.
If No, attach an AE/UP form and indicate below or attach a summary of all reportable adverse events and unexpected problems from this study.

Date occurred

Date reported      to IRB

If late, why?
Initials

/code

Event

Related to study drug /intervention?

     
     
     
     
     
     
     
     
     
     
     
     
                                     

	Provide or attach a summary of amendments and revisions to the study since approval or the last continuing review:

Date of revision

Revision

     
     
     
     
Participant studies only: If any new risks were identified, were all currently enrolled participants notified and re-consented?                      

             FORMCHECKBOX 
 YES               FORMCHECKBOX 
  NO             FORMCHECKBOX 
 N/A                                                                                                      

If no, please explain why the participants have not been re-consented:       
Participant studies only: Was this both an expedited study (look at initial IRB approval letter for the type of review) that ALSO had a revision that was reviewed by the full-board IRB? Full-board studies answer "no" 
 FORMCHECKBOX 
 YES           FORMCHECKBOX 
 YES, but it was part of a program review        FORMCHECKBOX 
  NO            
Did changes that were not previously reported to the IRB take place in any of the following areas?

YES  FORMCHECKBOX 
   NO  FORMCHECKBOX 
     

YES  FORMCHECKBOX 
   NO  FORMCHECKBOX 
    

          YES  FORMCHECKBOX 
   NO  FORMCHECKBOX 
     N/A   FORMCHECKBOX 

YES  FORMCHECKBOX 
   NO  FORMCHECKBOX 
     N/A   FORMCHECKBOX 

YES  FORMCHECKBOX 
   NO  FORMCHECKBOX 

YES  FORMCHECKBOX 
   NO  FORMCHECKBOX 

          YES  FORMCHECKBOX 
   NO  FORMCHECKBOX 

Inclusion or exclusion criteria

Number of participants/charts/specimens needed
Administration of study medication/use of medical device
Tests performed 
Data collected
Study team changes:      
Other:       

If NO changes in any area- go to next question
If YES for any area: 
  a) Did these changes necessitate a change in the protocol?        

         FORMCHECKBOX 
  YES              FORMCHECKBOX 
  NO- skip to next question

If yes, please submit a revised copy of the protocol along with this report and/or any other relevant documentation.
 b) Please list any revised documents exactly as you would like them listed on the IRB approval letter:  
·                                                                   
·      
·                                                                   
·       


	Is confidentiality being maintained?                                                                          
           FORMCHECKBOX 
 YES               FORMCHECKBOX 
  NO                                                                                                                   

If no, explain:      
Were there any HIPAA related issues since the last review period?                  
           FORMCHECKBOX 
 YES               FORMCHECKBOX 
  NO            FORMCHECKBOX 
  N/A- not in medical record or health info                                                                                                          

If yes, please give a brief overview:      
Were there any audits/inspections (routine or for cause) conducted by the FDA, OHRP or from the Research Compliance Department?
           FORMCHECKBOX 
  NO           FORMCHECKBOX 
 YES – please attach summary; if this was a program review state dates only:                            


	Are all the required Human Subject Protection Training Completion Records (CITI for SJMHS employees or other for non-SJMHS employees) current for study team members?                                                    

 FORMCHECKBOX 
  YES         FORMCHECKBOX 
  NO -- you must attach or explain :      
Is a current annual Significant Financial Interest Disclosure form for all study team members and on file with the IRB (annual due date is May)?                                                    

 FORMCHECKBOX 
  YES         FORMCHECKBOX 
  NO -- you must attach or explain :      


	Protocol Summary  
Please give a brief summary or short abstract of the currently approved study:      
Please give a brief summary of the progress of the study and whether the goals are being met.  If the study has participants, include whether the drug/intervention/device seems to be helping the participants, if this information is available:       
Please give a short description of (or attach) any further preliminary results, recent literature, findings, or other relevant information associated with the research:       


	As Principal Investigator, I acknowledge that I am responsible for:

· reporting any emergent problems, unexpected problems, or serious adverse events 
· submitting any procedural modifications to the IRB for its review and approval 
· ensuring that no modifications will be put into effect without prior IRB approval 
· renewing this application with the IRB no less that annually 
· ensuring that the research project is being conducted in compliance with the applicable regulations  
· reviewing and following the current protocol 
· ensuring  that the risks are commensurate with the benefits 
· risks are properly disclosed within the consent or to the IRB
· Indicating and attaching any changes to the consent form (if applicable)
Signature of Principal Investigator:   ____________________________________  Date:      
Please return this completed form via e-mail to:  aasjirbsubmissions@trinity-health.org
  

	Please attach the following, as applicable:

· Current consent form (even if the study is closed to accrual; IRB will review but not issue consent) 
· Updated Significant Financial Interest Disclosure form for all study team members, if not already done annually (May) or if new changes need to be disclosed.

· List of participants enrolled, ensuring that anonymity is maintained

· A summary of amendments/revisions to the protocol since the last continuing review
· A summary of all adverse event reports since the last continuing review
· A summary of all study deviations reported since the last continuing review
· If an external audit occurred, attach documentation (summary of outcome)
· Any abstracts or publications resulting from this research
· Tracked changes protocol, consent, or other documents, if requesting changes 
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