UMMS Re-approval Submission Instructions
Research is approved by the Institutional Review Board (IRB) for a maximum of one year.  The IRB must have the indicated information pursuant to its charge by the HHS Regulations at 45CFR46.109(e) and FDA Regulations at 21CFR56.109(e).
Re-approvals must be submitted for review at least annually and must be reviewed within 30 days of the expiration date.  Please mail to Human Subjects Office, Room S1-859 within 60 days of study expiration.  

All information must be typed. Handwritten proposals will not be accepted.  Principal Investigators must submit the re-approval form with their signature.  If PI signature is missing, this will be returned.
If sections are not completed correctly, or are incomplete, or not adequately answered, the re-approval will be returned.  This may delay your re-approval process.

The preliminary results/progress report MUST provide a brief summary of data collected and/or analyzed to date.  Provide a copy of the most recent group-wide progress report and a brief summary of local results (e.g. a description of the current status, the proportion of subjects completing research interventions, current health status, etc).  If this has not been completed, the re-approval application will be returned, which may delay re-approval.
If you have allowed your approval to lapse, you must submit with your renewal application a signed letter indicating that you have suspended all human subjects-related activity since the termination date (specify the date) and will not resume such activity until the UMMS Institutional Review Board has approved your renewal application.

Amendments must be submitted separately (with the exception of subject numbers and extending duration of study) and can be submitted concurrently but must be done using the approved amendment form.  If submitting together, do not attach the amendment form to the re-approval form.  It may be overlooked and may delay action on the amendment.
Submit a signed original by the Principal Investigator and three copies to the Human Subjects Office.  In addition, three copies of a signed consent form with the last name removed must be submitted for subjects that have been recruited in the past year. 

Upon IRB re-approval of your research project, you will be given an approval letter to continue the project and, if applicable, stamped/dated originals of all approved consent and assent forms.

RETURN THE ORIGINAL AND 3 COPIES
APPLICATION FOR RE-APPROVAL OF UMMS HUMAN STUDIES

UMASS MEDICAL SCHOOL

REVIEW AND RE-APPROVAL OF ON-GOING APPROVED RESEARCH PROTOCOLS.
Today’s Date:
IRB Docket #H-






Principal Investigator Name: 

Department:

Campus:

Full Protocol Title:

Original Approval Date:

Approved # of Subjects (including any previous amendments):

Approved Duration (including any previous extensions):

Primary Contact:


Name:


Phone Number:


Pager #:


E-mail:

CONSENT FORM: Please check or “X” one of the following

    
Signed consent is obtained.


     
Verbal consent is obtained.


     
Consent process was waived by IRB.

STATUS OF STUDY: Please check or “X” one of the following

     
Active with accrual of subjects, if accrual occurred since the last re-



    approval, submit 3 copies of a consent form that has recently been 



    signed by a consenting subject with the last name removed/blacked out.


     
Closed to accrual, subjects are receiving treatment and continuing with 


  
    study-related activities.

       
Closed to accrual, only subject follow-up with no treatment or study-



    related activities; or data analysis/collection ongoing.


     
Inactive with no accrual of subjects or data analysis/collection to date.  

If no activity has taken place an explanation must be provided in the summary and justification must be given as to why this research should be continued.

      
Active, unidentified records, registry/database use and/or specimen 


   analysis/use.


    
Termination requested, no further subject accrual, no study activity 



   ongoing, or no further data analysis/collection ongoing.

      
Other, (explain).

Funding:  Has there been a change in the funding source?   

Yes 
 
No     
 
 
If yes, please explain.

Conflict of Interest:  Have there been any changes in conflict of interest disclosure information that are or may be relevant to the review of this protocol?


Yes

  No 


  If yes, please explain.
STUDY ACTIVITY
Since the last IRB re-approval how many subjects have been enrolled and consented into the study over the past year?


Adults 




Minors        
What is the total number of subjects enrolled and consented to date since the original approval date of the study?


Adults 
  



Minors        
Have any subjects dropped out of, withdrawn from, or been removed from the study since the last IRB re-approval (within the past year only)?   Yes 

No 


 If yes, explain how many and why below.

Have there been any complaints about the research study since the last IRB re-approval (within the past year only)?     Yes 

  No 

 If yes, please explain below.

NEW MINOR REVISIONS YOU WOULD LIKE TO REQUEST
Do you wish to increase the number of subjects?


If yes, change from 

  to     
Please justify this request:
Do you wish to extend the duration of the project?


If yes, extend until   

Please justify this request:
All other requests for amendments must be submitted separately using the approved amendment form.
CHANGES IN PROTOCOL
Have there been any changes since the last IRB approval or re-approval of this study?  



No    

Yes 

If yes, summarize each specific change in the table below.  Include the date that each change was IRB approved. If instructions are needed on how to increase the number of rows, please call the Human Subjects Office.
	Date IRB approved
	Summarize changes

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	


PROTOCOL DEVIATIONS/VIOLATIONS AND/OR UNANTICIPATED PROBLEMS.
Since last review of the research study have there been any protocol violations, deviations or unanticipated problems?  (A protocol deviation is a deviation from protocol procedures which has not been prospectively reviewed and approved by the IRB.)

Yes 

   No 

If yes, please describe in the table below.
	Date IRB reviewed
	Summarize deviations/violations/problems

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	


SERIOUS ADVERSE EVENTS AND PROBLEMS
From the initial approval of the study to present, has the frequency of serious, but expected, adverse events been greater than predicted?  


Yes 

  No   
If yes, please explain and indicate the precautions taken.

Have there been any reportable Serious Adverse Events/Adverse Events associated with this protocol within the past year?

UMass/Memorial  Yes 

Sponsor Event
 Yes   


       No        



  No    
If yes, specify whether UMMMC/UMMS event vs. sponsor report, SAE/patient information, the date reviewed by the IRB, briefly summarize the event which occurred (if death – provide event which caused death, if hospitalization or prolonged hospitalization–provide event which initiated hospitalization or prolonged hospitalization) and whether already in, added or not added to the informed consent form (ICF). Please complete the table below and list UMMMC/UMMS events first.  If instructions are needed on how to increase the number of rows, please call the Human Subjects Office or submit on a separate sheet but using this format.
	UMMS 
vs. Sponsor
	SAE # or Patient initials
	Date IRB reviewed
	Event
	Already in ICF
	Added to ICF
	Not added

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


RADIATION EXPOSURE
Was this protocol reviewed and approved by the Subcommittee on Human Uses-Radiation Safety Committee (RSC)?


No   

Yes 

   Date approved: 

Have any of the changes, which you have made during the year affected the dose of radiation that subjects will receive?


No 


Yes 

   Date approved by RSC:  
Comments:

PROJECT PERSONNEL
List all personnel currently involved in the research study and their roles/responsibilities (briefly).  Change in personnel is a common occurrence and the IRB must be up-to-date on who is actively involved in the research study.  NOTE:  All personnel having direct subject access or access to personal health information (PHI) must have completed the UMMS required education.
	Name
	Role/Responsibility

	
	

	
	

	
	

	
	

	
	

	
	


PRELIMINARY RESULTS/PROGRESS REPORT:
Provide a summary of the progress of the research thus far.  Include any preliminary results or reports from monitoring boards, etc.  This section must be completed.
I certify that, to my knowledge, the information provided is complete and accurate; the research study is proceeding in accord with the previously approved protocol; and informed consent is being obtained from all subjects being studied under this protocol according to the procedures approved by the Institutional Review Board.
Principal Investigator’s signature




Date
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