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	Boston College Institutional Review Board

              Office for Research Protections
140 Commonwealth Avenue, Waul House
Chestnut Hill, MA 02467

Phone: 617-552-4778

Fax: 617-552-0498  

	IRB Continuing Review Form
For research previously reviewed by the IRB
	IRB Protocol Number (assigned at initial review):      


	I.  Study Title:

(If funded must match the previous title in the initial review)
	       

	II.  Principal Investigator Information

	A. Name of Principal Investigator:
     
B. E-mail Address:
     


	  C. Phone Number
	        
	   D. Department:
	        

	III. Research Staff  (All research staff must have a current training certificate. Training certificates must comply with the IRB’s Training Policy. They are valid for three years after which they must be renewed.)

	Name
	Last Training Date
	Training Type

(e.g. CITI, NIH)
	Name
	Last Training Date
	Training Type

(e.g. CITI, NIH)

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	III. Study Status:

	 FORMCHECKBOX 
 Not Started
	 FORMCHECKBOX 
 Actively Recruiting
	 FORMCHECKBOX 
 Long Term Follow up
	 FORMCHECKBOX 
 Data Analysis Only

	No subjects recruited, research has not started
	We will be recruiting new subjects and/or private identifiable information exists
	No longer recruiting subjects, the only interaction with subjects is long term follow-up
	Complete this form only if further interaction with human participants or access to identifiers is needed. Otherwise, use the Data Analysis Form to close your study. 

	IV.  General Study Information

	A.    Funding: Is the Study Funded?  FORMCHECKBOX 
Yes FORMCHECKBOX 
 No
List Sponsor Name, if Federally funded list Agency, Department and Grant Number:     

	B.   Observations/Findings:  Describe your significant preliminary observations/findings (since the last IRB review):     
 1.  Does this information suggest an increased risk to participants?   FORMCHECKBOX 
Yes FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A

 2.  Should this information be added to the consent form?  FORMCHECKBOX 
Yes FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A

	C.   Additional Information:  Since the last protocol approval date is there any new information, either through the study itself, or through outside sources (e.g. journal articles, conferences, communication with colleagues, etc.) that may indicate an increased risk of social, psychological, or physical harm to subjects in this study?  FORMCHECKBOX 
Yes*  FORMCHECKBOX 
 No 

     *Please explain:     

	D.   Complaints:  Have you received any complaints about the research?  FORMCHECKBOX 
Yes*  FORMCHECKBOX 
No 

     *Please explain:     

	E.   Unanticipated Problems: Have there been any unanticipated problems (examples include social, financial, occupational, psychological, physical or other problems that participants may have had as a result of research participation, loss of data, breech of privacy or security)?    FORMCHECKBOX 
Yes*  FORMCHECKBOX 
 No
     *If yes, please explain:     

	F.   Deaths: Have any subjects enrolled in your study died (either as a result or not)?  FORMCHECKBOX 
Yes*   FORMCHECKBOX 
 No

     *If yes, please explain:     

	G.   Changes: 

1. Have there been any revisions to your research project since the last IRB review?  FORMCHECKBOX 
Yes*   FORMCHECKBOX 
 No

2.  Are you making any NEW changes at this time:  FORMCHECKBOX 
Yes*   FORMCHECKBOX 
 No

  * If you are submitting changes with this application, please provide the revised documents as an attachment to this form.  

Please summarize the changes and explain why they are needed:      


	V. Participant Enrollment Information

	A.   Number of participants currently approved by the IRB:      

	B.   Number of participants who consented to participate:     
 If the number of participants enrolled (B) exceeds the number approved by the IRB (A) please explain why:     

	C.   Number of participant withdrawals since the initial IRB approval:     
      Please explain each participant withdrawal (dissatisfaction, relocation, etc.)

     
· Have a greater than expected number of participants withdrawn from the study?  FORMCHECKBOX 
Yes*   FORMCHECKBOX 
 No

*Please revise the informed consent document to include this information


	D. Have you asked any participants to withdraw from the study?  FORMCHECKBOX 
Yes*   FORMCHECKBOX 
 No

* How many:     
* Why:     

	E.  Current Consent Form:  Please attach a copy of the consent form that you are currently using.
      FORMCHECKBOX 
 N/A -- Consent or documentation of consent has been waived



	Signatures

	SIGNATURE OF PRINCIPAL INVESTIGATOR

	The undersigned accept(s) responsibility for the study, including adherence to the ethical guidelines set forth in the Belmont Report, Declaration of Helsinki, the Nuremberg Code, the ethical principles of your discipline, the Common Rule and Boston College policies regarding protection of the rights and welfare of human participants participating in this study. In the case of student protocols, the faculty supervisor and the student share responsibility for adherence to policies.

	     
	     
	     

	Print Name of Principal Investigator
	Signature of Principal Investigator
	Date

	SIGNATURE OF FACULTY RESEARCH SUPERVISOR- REQUIRED FOR STUDENT RESEARCH

	By signing this form, the faculty research supervisor attests that (s)he has read the attached protocol submitted for IRB review, and agrees to provide appropriate education and supervision of the student investigator, above and share the above Principal Investigator responsibilities.

	     
	     
	     

	Print Name of Faculty Research Supervisor
	Signature of Faculty Research Supervisor
	Date

	Submit Materials in a Single PDF by E-mail to IRB@bc.edu
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