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Institutional Review Board
Determination of Human Subject

Research Request

If there is any question as to whether your project is human subject
research, you must submit this form to the IRB; complete all sections
then email to irb@uams.edu 
Date: 
Investigator Name: 
Contact Information: 
List other personnel involved:

List all project locations:


Provide a description of the study that outlines the purpose of the project (objectives, background and rational of the project):

Research means a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge. 
	Is the activity a systematic investigation designed to develop or contribute to generalizable knowledge?  
	Yes
	No


Explain how the study activities will in some way contribute to generalizable knowledge or are intended to go beyond an internal use or department:

Identify the type of data or specimens to be studied and how it will be obtained (i.e., is it systematic as defined above):

Human subject means a living individual about whom an investigator conducting research obtains (1) data through intervention or interaction with the individual or (2) identifiable private information.

	Does the research involve obtaining information about living individuals? 
	Yes
	No

	Does the research involve intervention or interaction with the individuals?  
	Yes
	No

	Is the information individually identifiable (i.e. the identity of the subject is or may be readily ascertained or can be associated with the information)?
	Yes
	No



Private is data about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, or provided for specific purposes by an individual and which the individual can reasonably expect will not be made public.

	Is the information private? 
	Yes
	No


Describe all identifiable private information:


	Does your project involve only the collection or study of existing data, documents, records, pathological specimens or diagnostic specimens?
	Yes
	No

	Are these sources publicly available?
	Yes 
	No

	Are the data coded such that a link exists that could allow the data or specimen(s) to be re-identified?
	Yes
	No

	Is there agreement prohibiting the investigator and their staff access to the key to the code?
	Yes
	No

	Were the data or specimens originally collected for this project?
	Yes
	No

	Were the data or specimens originally collected as part of clinical care?
	Yes
	No

	Were the data or specimens originally collected for research purposes under an IRB approved protocol?
	Yes
	No



	Is the research conducted or supported by HHS?
	Yes
	No

	Is the research covered by an applicable OHRP approved assurance created under 45 CFR 46.103?
	Yes
	No



	Is the Activity Clinical Investigation subject to FDA Approval?
	Yes
	No


Identify any test articles (i.e., drug, medical devise for human use, human food additive, color additive, electronic product, or any other article subject to FDA regulations), whether approved or not, to be used:

Other Considerations:
	Does your project involve human embryonic stem cells (hESC), adult human stem cells, pluripotent cells or somatic nuclear transplantation?
	Yes
	No

	Does your project involve the use of fetal tissue?
	Yes
	No

	Is your project being conducted all or in part at the VA, or with VA resources or personnel?
	Yes
	No

	Are you using samples that contain biohazardous/infectious agents?
	Yes
	No
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Provide Rationale:
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