MCHL-YOUR OFFICE SYMBOL (40-38a)				DATE: (current date)





MEMORANDUM FOR CHIEF, DEPARTMENT OF CLINICAL INVESTIGATION, 


			WALTER REED ARMY MEDICAL CENTER





SUBJECT:  	Request for Review of Research Activity Involving Human Subjects 


Request for Exemption from IRB Review





Table 1 : Please answer the questions in this table to  help us decide if your proposed research activity will qualify for exempt review procedures.  A ‘yes” answer does not automatically disqualify a project from exempt review (with the exceptions of questions E, F, I, and M).  However, “yes” answers will require explanation in the description of the study section to ensure the study is eligible for exempt review.  Use instruction file, ExemptReview-Ins.doc, to fill out questions in this application.


�
�
Yes�
No�
�



A.�



  Will this project involve collaborators outside Walter Reed Army Medical Center?�
�
�
�



B.


�



Does the research involve contacting subjects in any manner?�
�
�
�
C.�
Does the project require the use of direct patient identifiers (like names or social security numbers)?


�
�
�
�
D.�
Does the project require the use of indirect patient identifiers (such as a coding system that uses a unique subject identification number and master list of names)?�
�
�
�



E.


�



Does the project involve prisoners, fetuses, or pregnant women?�
Not Exempt�
�
�
F.


�
Does the project involve activities which expose the subject to discomfort or harassment beyond levels encountered in daily life?�
Not Exempt�
�
�



G.


�



Does the research involve the collection of sensitive information (such as illegal conduct, sexual behavior, drug or alcohol use) from research subjects?�
�
�
�



H.


�



Does the research involve the prospective collection of data or specimens?�
�
�
�



I.


�



Does the research involve the use of investigational drugs or devices (IND)?�
Not Exempt�
�
�



J.�



Are all of  the samples/data already existing?


�
�
�
�
  K.


�
Does the project involve genetic testing?


�
�
�
�
  L.


�
Will data or samples be used by investigators outside WRAMC?


�
�
�
�
  M.�
Does the research require DCI funding support other than travel?�
Not Exempt�
�
�
�
1.  PROTOCOL TITLE: 





(Please Note:  All responses are left justified, Times New Roman, and 12 pitch.  Please delete or type over all non-bold notes and  instructions included as guidance under each topic or section.)








2.  PRINCIPAL INVESTIGATOR:		





Rank, Name, Corps


Title  (PGY-___)


Service and Department


Phone Number


Fax Number








3. I am requesting that the research project described herein be considered exempt from IRB review based on the following AR 40-38 exemption category (See Table 2 in the instruction file, ExemptReview-Ins.doc, for details on each category):





�		B-2  Health Care Delivery and Epidemiology





	  	B-3  Educational Methods


�


	  	B-4  Education Tests


�


�	  	B-5  Public Behavior (Surveys, interviews, or observation of public behavior)





	  	B-6  Existing Records and Specimens


�


Provide a brief description of the project:





List the research objectives of the project:





Describe the characteristics of the subject population such as sex, age ranges, ethnic background, and health status.  Indicate any special classes of subjects that might be included in the subject population (e.g., prisoners, minors, mentally disabled):








Methodology: 





Describe the plans (sources and methods) for data collection or specimen acquisition.








Specify the time period of data or specimens to be reviewed and analyzed.  


(The time period for data collection period may not exceed the application date.) 


Specify what mechanism will be used to ensure there is no linkage to personal identifiers.





 


List all variables to be included in the study (Please include Data Collection Sheets):








Describe any potential risks to subjects (physical, social, legal, or other):








�Are you requesting travel funding from DCI?  Yes (   )     No  (   )?   If “Yes”, please list the number of  protocols for which you have received DCI funding this fiscal year:      





11. Has there been any Federal funding approved for this research project? 


Yes (   )   No (    ) (If yes, provide detailed information or submit a budget page about the transfer of  funds.)  Funding from non-Federal sources may not be considered under the Exempt mechanism.





12. Proposed starting date: __________________ 


	Proposed completion date: ___________________





�13. Have you completed the WRAMC Research Course? Yes (   )  No (   )  When? 








								





���


(Signature Required)	                  (Signature Required)                  (Signature Required)	


PRINCIPAL INVESTIGATOR   SERVICE CHIEF	                     DEPARTMENT CHIEF


Rank, Name, Corps                       Rank, Name, Corps                    Rank, Name, Corps


Title                                               Title                                            Title


Service/Department                      Service/Department                    Department








�
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