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Appendix 1 - Application to the WRAIR IRB for Continuation of Human Subject Research and Continuing Report Review

MCMR-UWZ-xx                                                                               


date

MEMORANDUM THROUGH DIRECTOR, DIVISION OF xxx
FOR Director, Division of Human Subjects Protection, Walter Reed Army Institute of Research (WRAIR), 503 Robert Grant Ave., Silver Spring, MD 20910-7500

SUBJECT: Submission of Protocol Continuing Review for WRAIR #xxx
1. The following continuing review for the WRAIR protocol listed below is submitted to the WRAIR IRB for action.

2. Protocol Title:

Dates of Reporting Period:_________________________

Principal Investigator/WRAIR POC:_____________________



  

      Sponsor:     FORMCHECKBOX 
 WRAIR       FORMCHECKBOX 
  USAMMDA       FORMCHECKBOX 
  Other DoD       FORMCHECKBOX 
 Other: ______       FORMCHECKBOX 
N/A    
      Risk Level:    FORMCHECKBOX 
 Minimal Risk        FORMCHECKBOX 
Greater than Minimal Risk 
      IRB Approval Expiration Date:   dd/mmm/yy
3.  The following required documents are enclosed in the continuing review report package:

Continuing Review Report 
            FORMCHECKBOX 

Currently approved protocol               FORMCHECKBOX 
   Version # ________     Date  __________
Currently approved consent forms     FORMCHECKBOX 
   Version # ________     Date  __________
Currently approved advertising          FORMCHECKBOX 
    Version # ________    Date  __________
Current Investigators Brochure          FORMCHECKBOX 
    Version # ________    Date  __________

DSMB or Independent Safety reports (if applicable)      FORMCHECKBOX 
            Date____________
I certify that all investigators listed on the protocol are current in their human subjects protection training in accordance with the current WRAIR DHSP Training Policy.
4. The point of contact for this action is undersigned at phone number and Email. 

PI or WRAIR POC Name 

Title
Department/Division
MCMR-UWZ-xx






(Date)

SUBJECT: Continuing Review Report for Human Subjects Research Protocol WRAIR #xxxx
1. PROTOCOL NAME:

      WRAIR IRB#:                              MRMC HSRRB/HRPO Log #(if applicable): 

      DATES COVERED BY THIS REPORT:

2.  IS THIS A COLLABORATIVE RESEARCH STUDY?:       Yes                         No 

     Other institutions participating:

Institutional IRB/ERC 

CR Approval Date

         1. 

         2.

         3.

         4.

3. RESEARCH OBJECTIVES:  (Describe the protocol objectives in 1-2 sentences.)

4. SUBJECTS/SPECIMENS: (Please complete the appropriate table(s) as they relate to the study. For example, if human subjects are being enrolled and specimens collected, then complete table 1 only. For studies solely working with specimens, then complete table 2 only). 

 FORMCHECKBOX 
 NUMBER OF SUBJECTS ENROLLED/WITHDRAWN/APPROVED: (Tell how many subjects were authorized to be enrolled, and how many have actually been enrolled into the protocol thus far.  If any subjects withdrew/were withdrawn, state how many and why.)

Enrollment Status:

	Category
	Total Number this Reporting Period
	Cumulative Total 

	Number of Subjects Originally Authorized to screen: XXXXX

             enroll:  XXXXX
	
	

	Number Briefed:


	
	

	Number Screened:
	
	

	Number Enrolled:


	
	

	Number Lost (deaths, other) and reason for each: 
	
	

	Number Withdrawn by Investigator and reason for withdrawal(s) of each:
	
	

	Number Withdrawn (drop outs – subject withdrew him/herself) and reason for withdrawal(s) for each:
	
	

	Number Active Subjects:


	
	

	Number Completed all study activities:
	
	


Note: The sum of Subjects Active, Subjects Withdrawn, Subjects Lost, and Subjects Completed must equal Subjects Enrolled

Provide a brief description of the demographics of the subjects enrolled (e.g., groups, gender, age, ethnicity, special populations).  Are there any changes from the anticipated population?

 FORMCHECKBOX 
 NUMBER OF SPECIMENS AUTHORIZED/UTILIZED: (Tell how many subjects were authorized to be enrolled, and how many have actually been enrolled into the protocol thus far.  If any subjects withdrew/were withdrawn, state how many and why). 
Status: 

	Category
	Total Number this Reporting Period
	Cumulative Total 

	Number of Specimens Originally Authorized to screen: XXXXX

Number Actually Utilized: XXXXX
	
	

	Number Not Viable or Usable: 


	
	

	Number Active:
	
	

	Number Completed All Study Activities:


	
	


Note: The sum of Specimens Utilized must equal the number of Specimens Not Usable, Specimens Active, and Specimens Completed. 
Provide a brief description of the use of the specimens, origin, and comment on whether there were any non-usable specimens and why there were not usable. 

5.
STUDY STATUS:  [Describe the current status of the study: Study not started, Open and enrolling, Enrollment closed (include date of closure) subjects in follow-up phase, all follow-ups completed, study in specimen or data analysis; awaiting final closure by Sponsor]
6.        CHANGES TO STUDY DOCUMENTS IN REPORTING PERIOD:  List any amendments to the protocol, consent, advertising or case report forms in the past reporting period. Ensure version numbers are included. 
7.
CURRENT LITERATURE:  Provide Database and search terms, and dates reviewed
(If there have been any relevant publications, provide a brief summary and any impact that it may have to your research. If there has been no literature, include a statement indicating that a search of the literature revealed no new information of this subject matter. If applicable, attach copies of publications, presentations, and abstracts that have resulted from the research.)

8.
UNANTICIPATED PROBLEMS OR UNEXPECTED ADVERSE EVENTS:  (Give a brief description of the side effects observed and their severity.  Detail and explain any unexpected side effects, toxicities, or unanticipated problems involving risks to subjects and others that have occurred since the last continuing review.   State whether they were reported as required, and if a protocol modification has been/will be submitted to add the side effects to the consent form for future subjects.  Also include a summary of any Safety Monitoring Committee or DSMB/DMC report, if applicable.)  

9.
SUMMARY OF RESULTS TO DATE:  (Give a brief summary of your results in 1-2 paragraphs.)

10. 
COMPLAINTS: Were any complaints or grievances received about this study?

11.
DEVIATIONS:  (If any deviations from the protocol occurred, they should be described and discussed, and the corrective action taken should be provided.  A copy of the original report describing the deviation from the protocol may be attached if it was not originally submitted. Minor deviations should be reported in the continuing review reports and major deviations should have been reported as stated in the protocol and they must also be summarized in the continuing review report.)

12.
FUTURE PLANS: (What activities are planned for the protocol during the coming year?  Continued collection of data?  Analysis of data?  Completion of the protocol?  Submission of a new protocol or modification to the current protocol to expand on results?)   

NOTE: Any proposed modifications should be mentioned, but the request to modify the protocol should be submitted separately to the Division of Human Subjects Protection. 

13.
Please contact the undersigned (Explain how someone would contact the PI in case of questions.) for additional information of clarification. 

(Signature of PI)







(Signature block of PI)






(Signature of the Division Director) 






(Signature block of the Division Director) 
Instructions:  Please submit this completed memorandum for all research involving human subjects to the WRAIR Division of Human Subjects Protection (DHSP).  Please contact DHSP if you have any questions at (301) 319-9940 or by email at �HYPERLINK "mailto:WRAIRDHSP@amedd.army.mil"�WRAIRDHSP@amedd.army.mil�. 





Continuing Review:  The WRAIR IRB is required to conduct “substantive and meaningful” continuing review of research at intervals appropriate to the degree of risk, but not less than once per year.  Continuing review will be conducted by the convened WRAIR IRB, unless the research falls into one or more of the categories appropriate for expedited review.





The information requested in this application is designed to provide the WRAIR IRB with the necessary information to make the Federally required determinations codified at 32 CFR 219, 21 CFR Parts 50,54, & 56, and 45 CFR 46 Subparts B,C, and D.  Incomplete answers may result in the WRAIR IRB requesting additional information or clarification. An alternate IRB template form may be used if the information is equivalent.





Requests for amendments to the protocol must be submitted separately from this request for continuation of your human research protocol.





Reporting Timeline:  To ensure timely review and avoid a lapse in the IRB approval for the protocol, it is recommended that the submission of a complete continuing review packet is made 60-90 days prior to the established expiration date. CR submission less than 30 days prior to the established expiration date are considered delinquent, and will prompt command notification. Protocol closeout reports are due 30 days following study completion.





Contact the DHSP at 301-319-9940 or by email at �HYPERLINK "mailto:WRAIRDHSP@amedd.army.mil"�WRAIRDHSP@amedd.army.mil� if questions arise.








Version dated 13 July 2009                                              Investigator Continuation Application                                                                (Investigator form)

Version date 13 July 2009                                         Investigator Continuation Application                                          (Investigator Form)

