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PR.1 Protocol status: (check only one)
 __ Study is actively enrolling or intending to enroll 

___Closed to enrollment. Interventions and/or data collection proceeding.
___Closed to enrollment. Interventions and data collection are complete. Study continues 
     for data analysis and/or manuscript preparation only

___ Study involves collection/ review of data, documents specimens only.  Study still open 

      for review of data and data analysis. 

___Study is open for long-term follow-up only. (This means that all research data has been 
     collected and study involves only review of clinical records for clinical survival data)[image: image1.wmf] 

__ If the study is complete – do not continue. Instead please submit a FINAL 

     REPORT FORM.

PR.2 Subject enrollment.  Complete the boxes below.  If the study involves more than one cohort then copy and paste an additional line for each cohort or study phase. (If the study involves record reviews or internet surveys then detail how many records have been reviewed or how many responses you have had to the surveys.)

	Number approved by the IRB
	Total Number enrolled/ consented to date
	Number who have been  found ineligible after consent
	Number who have completed study interventions
	Number who have withdrawn or have been lost to follow-up or terminated without completing the study

	
	
	
	
	


PR.3. Recruitment issues: In the text box below describe any issues related to recruitment of subjects.  Is recruitment on target?  Are there difficulties recruiting or enrolling subjects?  Will the study be completed when anticipated?  Are more than the anticipated number of subjects withdrawing from the study or not completing the study?

	


PR.4. Funding information:  In the text box below provide information regarding the current funding status of this study including a. all current funding sources, b. if any funding has ended or are now on a no cost extension, c. any new sources of funding, d. any additional funding related information.
	


PR. 5 Study Progress.  In the text box below provide information about your study since the last Progress Report (Report of Status).  Be sure to include any information about publications, presentations, etc. Indicate when you anticipate that the study will be completed. 
	


PR.6. Identification of new risks.   

a. Indicate whether any Unanticipated Problems (UPs) have occurred. (An unanticipated problem is an incident that is serious, unexpected, and possibly related to the research. Some examples of UPs would be subject data lost on a stolen lap-top, a breach in security on an internet based study, a subject admitted to hospital with severe headaches following a functional MRI, etc.)
b. Indicate whether there have been any subject complaints, the nature of the complaints and how the issue was resolved. 

c. Indicate any adverse events (AEs) or serious adverse events (SAEs) that have occurred during the course of the study. (If AEs are reported in tabular form it is ok to attach them to this report.)  

d. Indicate whether there is any relevant recent literature related to the research that suggests new risks, any interim findings that suggest new risks, or any relevant research from other studies that suggest a change in risks since the study was last approved.  
	


PR.7. Changes to the study protocol.  In the text box below describe any changes that have been made to the study protocol since the last approval.  Be sure to include changes to study personnel, changes in study design, changes in recruitment plans/strategy, materials, and changes in subject numbers. Note:  Federal regulations and institutional policies require that all changes to an approved IRB protocol must be reviewed and approved by the IRB prior to initiation unless to prevent immediate harm to subjects.  In most instances changes to the IRB must be submitted as an amendment and NOT as part of the Progress Report. 

	


PR.8.   Attachments.  Indicate which of the following items are being attached to this Progress Report to be reviewed and approved by the IRB.  You must submit a “clean copy” of these items with your submission for the IRB to validate. 

___ Consent form(s) not necessary if subjects are no longer being enrolled)
___ Child assent form(s)

___ Recruitment materials (not necessary if subjects are no longer being recruited)
___ Other (specify) ________________________

PR. 9. Signature of PI:   The signature line below must be signed by the PI of the study. Proxy signature is not accepted. If the PI is a student then the PR must also be signed by the faculty advisor.   The IRB no longer requires the signature of the department chair on Progress Reports for faculty/staff. 
By signing below I am verifying that 

· This Progress Report accurately reflects the current status of my research

· I understand that IRB approval has an expiration date and once IRB approval expires all research related activities (including recruitment, enrollment, consenting, interventions, data collection, and data analysis) must cease immediately until IRB approval for continuation is obtained.  (If study continuation is in the best interest of subjects to prevent harm then the IRB must be contacted immediately.)  Conducting research without current IRB approval (after study expiration) is a reportable violation of the Federal Regulations and Institutional Policies. 

· I understand that once IRB approval is obtained the IRB protocol and research study cannot be amended, modified or altered in any way without prior approval of the IRB (unless to prevent immediate harm to subjects).  All changes must be submitted to the IRB via an amendment request. 

· I understand that Federal regulations require that I immediately report to the IRB any Unanticipated Problems (i.e. those that are serious, unexpected, and possibly related to the research) or any issues that indicate a change in risk to the study and/or might impact subjects’ decision to continue participation. 

PI printed name_______________________ email address: __________________

PI  signature ___________________________    Date ________________

If PI is a student, signature of the faculty advisor is required below.

By signing, the faculty advisor is also indicating agreement with the statements above. 
PI’s faculty advisor / Printed name ___________________________

Faculty advisor signature_______________________________  Date____________
Submission

This form can be completed, signed, scanned and submitted to the IRB at irb@bu.edu or mailed to the IRB office at 25 Buick Street, Boston MA.    Faxed documents and handwritten materials are not accepted.   Be sure to include all attachments.   Progress Reports should be submitted at least 45 days prior to study expiration. 
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