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	Continuing Review/Study Completion Form (CRF)
	NU IRB PROTOCOL #:

	     

	I. PROJECT TITLE:

	     

	II. PRINCIPAL INVESTIGATOR INFORMATION

	Name of Principal Investigator:
	     
	Dept/Mailing Address:
	     

	Phone #
	     
	Email: 
	     

	IS THIS STUDENT RESEARCH?
	NO  FORMCHECKBOX 

	YES  FORMCHECKBOX 
   If yes, please provide student contact information.

	Name of Student:
	     
	Mailing Address:
	     

	Phone #
	     
	Email: 
	     

	III. FUNDING STATUS

	Is the project funded?
	NO  FORMCHECKBOX 

	YES  FORMCHECKBOX 

	If yes, source of funding:      

	Is the project funded through NU’s Office of Research Administration and Finance (RAF)?  NO  FORMCHECKBOX 
  YES  FORMCHECKBOX 
  

	IV. PROJECT STATUS (check one)

	 FORMCHECKBOX 
 Project did not start and is not in operation 
	 FORMCHECKBOX 
 Ongoing and open to enrollment
	 FORMCHECKBOX 
 Ongoing but closed to enrollment
	 FORMCHECKBOX 
 Project concluded during the last year


	Do you plan to start this project?

 FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES

IF YES, PLEASE INCLUDE NEW UNSTAMPED COPIES OF ALL CONSENT FORMS, DEBRIEFING STATEMENTS (IF APPLICABLE) AND RECRUITMENT MATERIALS.

Skip all remaining questions.  Sign, date & return form.

	PLEASE INCLUDE NEW UNSTAMPED COPIES OF ALL CONSENT FORMS, DEBRIEFING STATEMENTS (IF APPLICABLE) AND RECRUITMENT MATERIALS. 

Answer all questions. Sign, date & return form.
	PLEASE CHOOSE ONE:

 FORMCHECKBOX 
 Active follow-up continues
 FORMCHECKBOX 
 Long-term follow-up continues
 FORMCHECKBOX 
 Ongoing analysis only
Answer all questions. Sign, date & return form.
	Date of completion:

     
Attach a summary of the results. Answer all questions. Sign, date & return form.

	V. GENERAL STUDY INFORMATION

	1. Identify other participants (individuals, institutions, agencies) involved in the project. Renewed approvals from involved sites are required for NU renewal of approval. Please include copies of same.      


	2a. How many human subjects do you plan to use in your project?       
2b. How many human subjects have participated to date?       
2c. How many subjects have withdrawn from the project to date?           Explain reasons for withdrawal:      


	3a. Have there been any revisions to your research since the last IRB review?  NO  FORMCHECKBOX 
  YES  FORMCHECKBOX 
  If yes, explain:      
3b. Are you making any NEW changes at this time? NO  FORMCHECKBOX 
  YES  FORMCHECKBOX 
  If yes, please provide a description of the requested modification(s) and the reason for the change. Please also include copies of all revised consent forms, recruitment materials, instruments, etc.      


	4a. Have any subjects expressed any complaints about the project? NO  FORMCHECKBOX 
  YES  FORMCHECKBOX 
  If yes, explain:      
4b. Have any subjects claimed to have suffered harm or injury? NO  FORMCHECKBOX 
  YES  FORMCHECKBOX 
  If yes, explain:      


	5. Have there been any significant new findings (favorable or unfavorable) that might influence subjects’ willingness to continue as subjects? NO  FORMCHECKBOX 
  YES  FORMCHECKBOX 
  If yes, explain:      


	6. Progress Report:  Please summarize the essential aspects of progress or results to date.  You may also enclose an abstract or other report.      


	7. Is there a record of the names of all subjects who participated in this study?  NO  FORMCHECKBOX 
  YES  FORMCHECKBOX 
  
a. If yes, where is the record kept and is it secure?                    

b. If no, why not?      


	8. Does the PI have signed copies of the Informed Consent statement on file?   NO  FORMCHECKBOX 
  YES  FORMCHECKBOX 
 

a. If yes, where are they kept?                   

b. If no, why not?      


	9. If you receive federal funding for this research, please record the names of all current research staff working on this project at each site. Indicate beside each name whether this person has completed the required National Institutes of Health (NIH) training.      
Documentation of NIH training (http://phrp.nihtraining.com) must be on file at Northeastern University’s Office of Human Subject Research Protection. For sites with their own IRB approval, you may attach a letter from the IRB office that the research staff at that site completed the training.

	VI. SIGNATURES, or if returning the form via email, please check here:  FORMCHECKBOX 


	X ____________________________________________________________            ___________

   Principal Investigator                                                                                                   Date
X ____________________________________________________________            ___________

   Student Researcher (if applicable)                                                                              Date



	PLEASE SIGN AND RETURN COMPLETED FORM, ALONG WITH SUPPORTING MATERIALS TO:
Andrea B. Goldstein, Coordinator

Human Subject Research Protection

960 Renaissance Park
Northeastern University

Boston, MA  02115

Tel: 617.373.7570; Fax: 617.373.4595
You may also email your supporting materials to: irb@neu.edu


	Note:  On site monitoring procedures may also be conducted by NU IRB.
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