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	Massachusetts Institute of Technology

Committee on the Use of

Humans as Experimental Subjects
	Existing COUHES # 
	     

	
	
	Date of last approval
	     


CONTINUing review questionnaire

Approval of your protocol by COUHES will, unless otherwise noted, expire one year after the date of the last approval. Before extending its approval for an additional period (usually one year) you must complete and return this form by the deadline for the COUHES meeting that will be held before your expiration date (see dates and deadlines: http://web.mit.edu/committees/couhes/dates.shtml ). If this form is not received by the required date, the study will be administratively closed and research grants related to the study will be suspended. No further research with human subjects can be conducted under this protocol.  

Please answer every question. Positive answers should be amplified with details. You must mark N/A where the question does not pertain to your application. Any incomplete application will be rejected and returned for completion. Do not use this form to request changes, attach an Application for Changes to an Approved Protocol form.  If you are not requesting renewal of this protocol, you should submit this form to close the protocol..
	1.  Title of Study

	     

	2.  Principal Investigator

	Name:      
	Building and Room #:      

	Title:        
	Email:      

	Department:       
	Phone:      

	3.  Are you requesting renewal of COUHES approval for this project? 

	NO  FORMCHECKBOX 


YES  FORMCHECKBOX 


	4.  Has there been a change in:

	A.  Responsible investigators? 
No  FORMCHECKBOX 


YES  FORMCHECKBOX 
  If yes, please explain:
     

	ALL study personnel, including faculty, staff and student investigators, study coordinators, laboratory technicians and assistants, must have taken and passed a training course on human subjects research. ATTACH A LIST OF ALL PERSONNEL CURRENTLY WORKING ON THIS PROJECT TO THIS FORM (include MIT or outside affiliation, role in the study and email address). 
NOTE:  Human subjects training must be updated every 3 years.

	B.  Recruitment of subjects?

No  FORMCHECKBOX 


YES  FORMCHECKBOX 
  If yes, please explain:
     

	C.  Experimental procedure?

No  FORMCHECKBOX 


YES  FORMCHECKBOX 
  If yes, please explain:
     

	D.  Experimental drugs?

No  FORMCHECKBOX 


YES  FORMCHECKBOX 
  If yes, please explain:
     

	E.  Amount of blood drawn?

No  FORMCHECKBOX 


YES  FORMCHECKBOX 
  If yes, please explain:
     

	F.  Amount of radiation exposure?
No  FORMCHECKBOX 


YES  FORMCHECKBOX 
  If yes, please explain:
     

	G.  Other aspects of the study that affect the rights of the subject?


No  FORMCHECKBOX 


YES  FORMCHECKBOX 
  If yes, please explain:
     

	5. STUDY PROTOCOL:  (provide an outline of the approved current research protocol. You should provide sufficient information for effective review by non-scientist members of COUHES. Define all abbreviations and use simple words. Unless justification is provided, this part of the continuing review application must not exceed 2 pages.)

	     

	6.  How many subjects have been consented in this study?

	Since the last approval: Adults      
Minors      
	Since the start of the study: Adults      
Minors      

	Number of subjects approved for this study:      

	Number of subjects withdrawn from the study  (include subjects consented but not studied):      
State reason for withdrawal (was an Adverse Event report submitted?):      

	7.  Have your subjects experienced any adverse effects since the last approval? All adverse effects must be reported to COUHES. If you have not reported an adverse event, please attach an adverse event reporting form.

	NO  FORMCHECKBOX 


YES  FORMCHECKBOX 


	8. Statement of Financial Interest

	Have any of the financial interests of key personnel  involved in the study changed since the last approval?
NO  FORMCHECKBOX 


YES  FORMCHECKBOX 

If yes, and unless already submitted, please attach a Supplement for Disclosure of Financial Interest for each change. 
This supplement, together with detailed guidance on this subject and definitions of the highlighted terms, is available on the COUHES web.

	9.  Funding. If the research is funded by an outside sponsor, please enclose one copy of the research proposal with your application.  A draft of the research proposal is acceptable. Do not leave this section blank.  If your project is not funded check No Funding.

	A.  Sponsored Project Funding:

	 FORMCHECKBOX 
 Current Proposal                                   Proposal #       ___________________

Sponsor       ____________________________________________________

      Title       _______________________________________________________

 FORMCHECKBOX 
 Current Award                                     Account #       ____________________ 

Sponsor       ____________________________________________________

Title       _______________________________________________________



	B. Institutional Funding:



	 FORMCHECKBOX 
  Gift

 FORMCHECKBOX 
  Departmental Resources

 FORMCHECKBOX 
 Other (explain)       ________________________________________

 FORMCHECKBOX 
 No Funding



	10.  Does your study require approval of any other committee (at or outside MIT)?

	NO  FORMCHECKBOX 


YES  FORMCHECKBOX 
   If yes, please attach current approval letters.

	11.  Have any results of the study been published?

	NO  FORMCHECKBOX 


YES  FORMCHECKBOX 
  If yes, please provide bibliographic information.      

	12.  Informed consent

	Please attach a copy of the informed consent document you are currently using. This should be the version most recently approved by COUHES.

If the requirement for informed consent has been waived by COUHES, please check this box  FORMCHECKBOX 



Signature of Principal Investigator __________________________  Date ___________

Print Full Name ___________________________________________

Signature of Department Head:_____________________________  Date ___________
Print full name and title:___________________________________  Date ___________

Please return a signed hard copy of this application to the COUHES office at

E25-143B.
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