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Protocol #:       

CONTINUING REVIEW FORM

· In accordance with Federal Regulations 45CFR46, the Committee on Human Studies must review protocols at least annually, or more frequently if warranted.

· Please type your responses in the boxes provided.  Use as much space as necessary (the boxes will expand).  Please answer each question – if a question is not applicable, please put N/A in the box.
1.  Principal Investigator

	Principal Investigator:                                                                                                                                                          

	HSL employee:  FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No  Please specify location:     


	Department address:       

	E-mail address:       

	Phone number:       

	Name of Co-Investigator(s) and other protocol staff:       


2. Protocol Information
	a) Title of protocol:       

	b) Initial IRB Approval Date:                                           

	c) Previous Continuing Review Approval Dates: 

	d) Current Continuing Review Due Date: 

	e) Funding agency:       

	f) Funding period:   Start date:      /     /      -  End date:       /     /     

	g) Location(s) of research activity:       


3. Protocol Status 

	A.  For studies that have never enrolled human subjects:

 FORMCHECKBOX 
  Study remains open for data analysis

 FORMCHECKBOX 
  All research activities have been completed and termination of the research protocol is requested. (Please submit a report or summary)



	B.  For all other studies:

PENDING/NO ENROLLMENT

	 FORMCHECKBOX 
  No subjects have yet been enrolled 

 FORMCHECKBOX 
  No risks have become apparent.

       Provide an explanation regarding the lack of accrual and justification for continuation of the project.

           

	

	ACTIVE ENROLLMENT

	 FORMCHECKBOX 
  Subjects are still being recruited for this research study.



	

	CLOSED TO ENROLLMENT (Please click on all that apply)       

	 FORMCHECKBOX 
  The study is permanently closed to enrollment of subjects.       Date of closure       /     /     

	 FORMCHECKBOX 
  All research-related interventions involving enrolled subjects have been completed (for intervention studies         only).

	 FORMCHECKBOX 
  Subjects are no longer being enrolled, but study remains active for follow-up of subjects.

	 FORMCHECKBOX 
  Subjects are no longer being enrolled/data no longer being collected, but study remains active for data analysis.

	

	COMPLETED

	 FORMCHECKBOX 
  No subjects have ever been enrolled anywhere, and termination of the research protocol is requested.

	 FORMCHECKBOX 
  All research activities have been completed, including patient follow-up and data analysis; the study has been   completed and termination of the research protocol is requested.  (Please submit a final report and/or summary.)


4.  Participant Information:

If you are not enrolling human subjects,  FORMCHECKBOX 
 True, skip to Section 6.  Protocol Amendments or Revisions.

	A.  Since study protocol began, total number of participants enrolled:        

	B.  During this reporting period

	      i)  Number of participants enrolled:       

	ii) Number of participants dropped out:       
      Please state the reason(s) the participant(s) dropped out:       

	      iii)  Please provide the NUMBER of subjects enrolled into the study in each of the following categories:

      Race:         American Indian or Alaska Native              Asian             Black or African American

                        Native Hawaiian or Pacific Islander            White            More than one Race

                                                                                                                           Unknown or Not Reported
      Ethnicity:         Hispanic or Latino          Not Hispanic or Latino

             Female                 Male   (If applicable: number of HRC residents        Female           Male)

	


5.  Adverse Events or Unexpected Problems

If you are not enrolling human subjects,  FORMCHECKBOX 
 True, skip to Section 6.  Protocol Amendments or Revisions.

	a)  Have there been any adverse events or unexpected problems during the past approval period?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
  No

     If yes, please explain in detail and indicate when the IRB was notified of the event or problem.  

     If the IRB was not notified, please explain why this was not done.  

           


	b)  Does the study have a Data Safety Monitoring Board (DSMB) and or a Safety Officer?   FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

      If yes, please indicate the date of the last DSMB review:        /     /     
     Please note that investigators are required to submit DSMB reports to the HSL IRB at the time they are made available to the investigator.


6.  Protocol Amendments or Revisions

	a)  Have there been any amendments or revisions to the protocol during this reporting period?   FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

     If yes, please indicate the date of the approval from the IRB for the amendment or revision.       /     /     
REQUESTS FOR NEW AMENDMENTS MUST BE SUBMITTED SEPARATELY.

	b)  Has informed consent form been changed since last review by HSL IRB?    FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

     If yes, please indicate the date of the approval from the IRB for consent form change.       /     /     

	c)  Are there any new personnel working on this study?     FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

      If yes, have they taken the Human Subjects Protection Training?   FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

Please note that human subject protection certificates must be submitted for all personnel with human subjects responsibilities.


7.  Research Findings

	a)  Please submit a brief report of any research findings to date.

          



8.  HIPAA Waiver

	a)  Has a HIPAA waiver been granted for this protocol?   FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

     If yes, do you want to renew this HIPAA waiver for this protocol?   FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

     If yes, has there been a change in the information being accessed/collected?   FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

     Please list changes:  

         



9.  Recent Findings

	a)  Has there been any important new information that might affect the willingness of subjects to continue participating in the research (new knowledge or adverse effects)?     FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

      If yes, please explain how you plan to communicate these findings to research subjects and why you believe the research should continue.

           
         


10. Required Signatures

            



                                           /     /     
       Principal Investigator




  Date

Please Note:  The following items must be included with the submission of the Continuing Review Form:

1. If enrollment is continuing, attach 2 clean (unstamped) copies of the current informed consent form.

2. A copy of all advertisements, flyers, Web sites, videos radio/TV scripts, pamphlets, brochures etc, that will be used to accrue subjects for your protocol.

3. A copy of any questionnaire that has been revised since the last IRB Review (Highlight the sections that have been revised)
Human Protections Administrator 


Hebrew SeniorLife


1200 Centre Street


Boston, MA  02131


Phone:  617-971-5311


    Fax:  617-971-5349


E-mail:  irb@hsl.harvard.edu
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