George Washington University & Medical Center

 OFFICE OF HUMAN RESEARCH
 ( Institutional Review Board

              ohrirb@gwu.edu ( Phone: 202.994.2715( FAX: 202.994.0247
Renewal Request Submission Form
	IRB#       
	Study Expiration Date:                                                                                                           

	protocol Title:       


	Sponsor:      
	PTA # (if applicable):                     

	Principal Investigator Information: 

	last name:                                                                                           
	first name:      
	Degree:     

	email: 
	phone: 

	Principal contact (if other than the PI):   FORMCHECKBOX 
Student    FORMCHECKBOX 
Coordinator    FORMCHECKBOX 
Other:      

	last name:         

                                                                                                                          
	first name:      

	email: 

	phone: 

	I. General Information Related to Study Status (Check all that apply):

	 FORMCHECKBOX 
 Open to enrollment of subjects





 FORMCHECKBOX 
 If closed to enrollment, and subjects continue (choose one):

            FORMCHECKBOX 
 Open for subjects still on the research intervention


            FORMCHECKBOX 
 Open for long-term follow-up
 of subjects 

 FORMCHECKBOX 
 If on-going analysis of data only (choose one):

            FORMCHECKBOX 
 Identifiable and/or Code-linked data 

            FORMCHECKBOX 
 De-identified data (See next column for possible closure) 
	Please close this study (by completing a Closure Form instead) if :
 FORMCHECKBOX 
  All research activities have been completed.  OR         
 FORMCHECKBOX 
  All data has been de-identified, and/or no code or link to identifiable information, or recordings exist per approved protocol. 

	II. Current document version/dates:                                                                                                                

	        FORMCHECKBOX 
 irb approved protocol:            

        FORMCHECKBOX 
  irb approved consent form(s):        
           * If actively enrolling subjects,  include a copy of the consent document for approval

	III. Subject Demographics: Please complete questions 1 through 9 

           Fill in a number, 0, or indicate not applicable (N/A) for items 2-8.

	1.
	Total number of Subjects (or records) last approved by the IRB
	     
	

	
	
	Accrued

Since Last IRB Renewal
	Total cumulative enrollment 

	2.
	Number of Subjects (or records) Accrued under the Authority of GWU
	     
	     

	3.
	Number of Subjects (or records) Accrued Elsewhere
 (if applicable)
	     
	     


	4.
	Number of Subjects Withdrawn or Dropped
 at GWU
	     
	     

	5.


	Number of Subjects Withdrawn or Dropped Elsewhere (if applicable) 
	     
	     

	6.
	Number of Serious Adverse Events (SAE) at GWU
	     
	     

	7.
	Number of Serious Adverse Events (SAE) Elsewhere (if applicable)
	     
	     

	8.
	  Number of Study Deaths at GWU
	     
	     

	9.
	Number of Study Deaths Elsewhere (if applicable)
	     
	     

	IV. Regulatory Criteria for IRB Continuing Review of Research:                                                                                                                                                                      
              Please be sure to complete all questions and provide accurate information.                                                                                                                                                                                         

	1.
	In the past year, have there been: 
a. Any expected/unexpected, serious/non-serious associated adverse events (hospitalization, death, etc.)   FORMCHECKBOX 
Yes*     FORMCHECKBOX 
No 
b. Unanticipated problems involving risks to subjects or others.                                                                      FORMCHECKBOX 
Yes*     FORMCHECKBOX 
No 
c. Withdrawal of subject(s) from the research, including reasons.                                                                FORMCHECKBOX 
Yes*     FORMCHECKBOX 
No 
d. Complaints about this research study.                                                                                                            FORMCHECKBOX 
Yes*     FORMCHECKBOX 
No 

	1.e.
	*If “YES” to any items in Question 1, please explain:      

	2.
	Were all events, problems, withdrawals, or complaints reported promptly to the IRB?
  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No*   FORMCHECKBOX 
 N/A

	2.a.
	*If “NO” to Question 2, please explain:      

	3.
	Provide copies of  the following (as applicable):

a. All multi-center/DSMB reports, monitoring reports, preliminary results, Sponsor’s annual reports   FORMCHECKBOX 
 N/A

b. Investigator’s Brochure (IB)                                                                                                            FORMCHECKBOX 
 N/A
c. Abstracts of recent scientific literature with full citation                                                 FORMCHECKBOX 
 No new information is available 

	3.d.
	Has any new information become available since the last IRB review that may affect the risks and benefits associated with the research or subjects’ willingness to continue in the study?         FORMCHECKBOX 
Yes*     FORMCHECKBOX 
No
*If “YES,” please explain:     

	4.
	Were there any modifications to the research since initial study approval or the last IRB approved renewal?

(e.g., change in research team members, subject recruiting; advertising; inclusion/exclusion criteria; protocol; informed consent; documentation of informed consent; privacy/confidentiality protections, safety monitoring) 
  FORMCHECKBOX 
 Yes*   FORMCHECKBOX 
 No     

	4.a.
	If  “YES” to Question 4, please explain all modifications made:      


	5.
	Were all above-described modifications reviewed and approved by the IRB prior to implementation? 
  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No*   FORMCHECKBOX 
 N/A

	5.a.
	If  “NO” to Question 5, please explain:      


	V.
	List of Current Research Team Members (ATTACH A SEPARATE LIST IF MORE THAN 5 TEAM MEMBERS)                    

	Last name, First name
	Role/ Research Tasks

	1.      
	     

	2.      
	     

	3.      
	     

	4.      
	     

	5.      
	     

	VI. Signature: (Required) 

	
	

	Principal Investigator’s Signature
	Date

	


	Renewal Request Submission Checklist     
I. For all Expedited and Full Committee* reviews, submit the following documents:

Included   N/A

Renewal Request Form

1 copy

      FORMCHECKBOX 
           

      FORMCHECKBOX 
            FORMCHECKBOX 

Most recent version of the Synopsis Form 

1 copy

      FORMCHECKBOX 
            FORMCHECKBOX 

Most recent version of the protocol (required if no synopsis)

1 copy

      FORMCHECKBOX 
            FORMCHECKBOX 

Literature reviews, abstracts, DSMB reports, current IB (with version), tabulated listing of adverse events reportable at time of renewal. 

1 copy 

of each

I.A. For all studies seeking active enrollment, also submit the following documents: 
Included   N/A

Research Consent Form 

1 copy

      FORMCHECKBOX 
            FORMCHECKBOX 

      FORMCHECKBOX 
            FORMCHECKBOX 

Research Recruitment materials (e.g., flyers, ads) 

1 copy 

of each

      FORMCHECKBOX 
            FORMCHECKBOX 

Research Study Tools (e.g., surveys, questionnaires) 

1 copy 

of each

 * For a  *Full Committee Reviews: 15 copies of the above study materials will be requested when the study has been prepared for                   for             IRB review.

II. For renewal of all research involving only the analysis of identifiable data:
Included  
      FORMCHECKBOX 
           
Renewal Request Form

1 copy
Please keep in mind that the IRB can determine that: 

1. Research previously reviewed by Full IRB Committee can now be reviewed by Expedited procedures, or
2. Research that has previously been reviewed by Expedited procedures will now require review by the Full IRB Committee.

3. Additional materials may be requested by the IRB, IRB designee, or by OHR, in order to conduct the continuing review (renewal), and may include information or documents not requested for previous renewals. (These requests are often based upon changes in federal regulations or guidance, or GW policy, since the last IRB review took place). 




Definitions:
THIS BOX FOR OHR USE ONLY!									          OHR TRANS. #:_________





Determination:


Full IRB (__/__/__)


Reviewed and re-approved via expedited process. 


Study re-approved for _____ months. This IRB re-approval expires on: ___/___/___


				                                   


Final IRB approval:


Chair/IRB Designee: ________________________________    Signature: ______________________________    Date: ___/___/___ 





This document serves as verification of Continuing Review Approval











� Long-term follow-up = subjects no longer receiving the research intervention (e.g., drug or device) or the research procedures are 


  limited to interactions (e.g., phone calls, surveys, etc.). 


�Accrued = number of subjects who have signed consent. 


�Elsewhere = other institutions (e.g., multi-center studies). 


�Withdrawn or dropped = subjects who signed consent and who stopped their participation or whose participation was stopped by


   the investigator (e.g., screen failures, subject who no longer wanted to participate, or are lost to follow-up). 
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