EISENHOWER ARMY MEDICAL CENTER

Research Determination Request

Background/Purpose: To provide investigators a method to report information needed by the review authority to make research determinations as required by federal regulation that states: “DoD institutions conducting intramural research as defined in the Glossary involving human subjects shall have procedures to ensure appropriate regulatory determinations for activities that constitute research, activities that constitute research involving human subjects, or activities that are research involving human subjects but that meet the exemption criteria in 32 CR 219.101(b).”  The DDEAMC review authority is the Human Research Protections and Compliance Administrator (HPA). 
Instructions:  This form should be completed when an individual proposes a project using human materials or human data that s/he does not believe constitutes human subject research and submitted to the DDEAMC HPA via email at: usarmy.gordon.medcom-eamc.mbx.irb@mail.mil.  
Resources Available: 
Department of Defense Instruction (DODI) 3216.02, “Protection of Human Subjects and Adherence to Ethical Standards in DoD Supported Research,” November 8, 2011.

DDEAMC Human Research Protection Program Manual:

· Chapter 1, Framework
· Chapter 6, IRB Policies and Procedures, Policy #3 – Research Determinations

Project Information
Project #:      




PI Name:      
Project Title:      
Is this project extramurally funded?
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  


If yes, upload a copy of the grant and provide the following:


Name of the funding source:       
Grant number, if known:       
Provide a brief summary of the project:

      
Will the data obtained from this project be used:

	
	Yes
	No

	Solely to inform and improve operations within the facility?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 To create generalizable knowledge?
	 FORMCHECKBOX 

	 FORMCHECKBOX 



Select all of the following that relate to why this project is being done:

	Performance improvement 
	 FORMCHECKBOX 


	Scholarly requirement
	 FORMCHECKBOX 


	Research requirement
	 FORMCHECKBOX 



Purpose and Source of Research Materials/Data

1. Describe the purpose and source of the materials/data for this project:

	Collected for:
	Data

(i.e., medical records)
	Biological samples

(blood, mucus, tissue, etc.)

	Clinical purposes only
	     
	     

	Clinical purposes only and would be ordinarily destroyed 
	     
	     

	Different research study or repository (data or samples)
	     
	     


2. Will this project require access to individually identifiable health information? 

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No, skip to the next question

Select all of the following identifiers that will be contained in the data: 

	Names
	 FORMCHECKBOX 
     
	Social Security #s
	 FORMCHECKBOX 


	Phone
	 FORMCHECKBOX 

	License #s
	 FORMCHECKBOX 


	Fax
	 FORMCHECKBOX 

	Medical Record #s
	 FORMCHECKBOX 


	E-mail
	 FORMCHECKBOX 

	Geographic Subdivisions
	 FORMCHECKBOX 


	URL
	 FORMCHECKBOX 

	Health Plan Beneficiary
	 FORMCHECKBOX 


	IP Address
	 FORMCHECKBOX 

	Vehicle Identifiers
	 FORMCHECKBOX 


	Unique identify #s, characteristics or codes
	 FORMCHECKBOX 

	Biometric Identifiers
	 FORMCHECKBOX 


	Serial #s
	 FORMCHECKBOX 

	Device Identifiers
	 FORMCHECKBOX 


	Account #s
	 FORMCHECKBOX 

	Dates (except year)
	 FORMCHECKBOX 



3. Describe how the material and/or data will be labeled at the time of receipt for this project:      
4. If data/samples are coded, such that the provider and/or recipient could link the code back to the individual(s) from whom the data came, answer the following questions:  

a. Were the data / specimens collected specifically for the currently proposed research project through an interaction or intervention with living individuals?  (If yes, and the data and/or specimens contain information about an individual, the project constitutes human subject research.) 

     
b. Explain how the code is derived; if unknown to anyone on the research team, provide a statement to that effect.

      
c. Describe the access, ability, possibility for anyone involved with the project to, in any way, link a code to an individual. 

      
5. Place an X after the mechanism(s) in place to minimize the chance of the code being linked to an individual:
	The key to decipher the code will be destroyed prior to initiation of the research. 
	 FORMCHECKBOX 


	The investigator(s) and the key holder have entered into a written agreement prohibiting the release of the key while individuals are living (attach for reference).
	 FORMCHECKBOX 


	There are existing policies and operating procedures in place for a repository or data management center that have been approved by the IRB and that prohibit the release of the key to the investigators under any circumstances, until the individuals are deceased (provide IRB # of the approved registry/repository).
	 FORMCHECKBOX 


	There are other legal requirements preventing the release of the key to the investigators (describe accordingly on attached document). 
	 FORMCHECKBOX 
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