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INSTITUTIONAL REVIEW BOARD

HUMAN SUBJECTS RESEARCH DETERMINATION FORM


Instructions:  Complete this form to help determine if  your project qualifies as research that involves the use of human participants.  You are not required to submit this form to the IRB.  You may submit it to the IRB if you would like consultation or assistance in making the determinations, or if the funding agency requires an official determination letter from the IRB. 

Note: If using a de-identified data set, a letter of collaboration from the cooperating institution stating this must be included.

Title of Project:       
PI Name:      

College/Dept.:      
Phone:        
   
Email:       
Project Summary: (Briefly summarize your study, how you will obtain the information, and how you will use the information gathered)          

Determination of Research vs. Non-research

1.   FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 

Is the proposed activity a systematic investigation?  [Systematic investigation means carried out using step-by-step procedures organized according to a set of interrelated ideas or principles.]
2.   FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 

Is the proposed activity designed to develop or contribute to generalizable knowledge? (see guidance below; If you are unsure, please contact the Research Integrity office.)
	  
 
Generalizable knowledge
	“Not generalizable knowledge” (examples)

	Benefits extend beyond the immediate population of study to society, other researchers, scholars, or practitioners in field.
	Program evaluation or quality improvement intended only for an institution’s internal assessment and management.

	Drawing conclusions, testing or generating a hypothesis.
	Biography or medical case history that is not generalizable beyond that individual.

	Publication or presentation to inform the field of study.
	Journalism

	Contributing to a theoretical framework or body of knowledge.
	Political poll

	Test a new device, product, drug or biologic material
	Classroom or training activities where the only objective is to teach students proficiency on a topic.

	
	Disease outbreak investigations

	
	Innovative medical therapy to improve the health of an individual patient



If you answered ‘Yes’ to both questions the proposed activity is research under DHHS regulations.  Continue to the next section to determine whether the research involves human participants.

If you answered ‘No’ to one question, [image: image1.png]


 the proposed activity is not research under DHHS regulations.  

Determination of Human Research 
1.   FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 


Does the research involve obtaining information about living individuals?

If you answered ‘No’, [image: image2.png]


 The research is not human subjects research under DHHS regulations. 
If you answered ‘Yes’, continue to question 2.

2.   FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 


Does the research involve intervention or interaction with the individuals?
If you answered ‘Yes’, the research is human subjects research under DHHS regulations. Submit an application to the IRB for review and approval.
If you answered ‘No’, continue to question 3.

3.   FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 
 
Is the information individually identifiable?

 
 

Consider whether the identity of the participant will or may readily be ascertained or associated with the information.
If you answered ‘No’, [image: image3.png]


  The research is not human subjects research under DHHS regulations. 

If you answered ‘Yes’, continue to question 4.

4.   FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 


Is the information private (45 CFR 46.102 (f) (2))?

Consider whether:

· the research involves access to identifiable private information 
· the investigator will be obtaining data/specimens with identifiable private information
· the data/specimens will be coded and the code could allow them to be re-identified
· the research involves access to any of the following identifiable private information: [image: image4.jpg]Names
Account numbers

Certificatellicense numbers

Social security numbers

Device identifiers and serial numbers

Health plan beneficiary numbers

Full-face photographic or comparable images

Vehicle identifiers and serial numbers, including license plate numbers

Al elements of dates directly related to an individual, except year (of birth, admission to health facilty, e
Fax numbers

Telephone numbers

Electronic mail addresses

Medical record numbers

Web Universal Resource Locators (URLs)

Biometic identifiers, including finger and voiceprints

Intemet Protocol (IP) address numbers

Any geographic subdivisions smallerthan a state, except forthe initial three digits of aZIP code

Any other unique identifying number, characteristic, o code




If you answered ‘No’, the proposed activity is not human subjects research under DHHS regulations.

If you answered ‘Yes’, the research is human subjects research under DHHS regulations. Submit an application to the IRB for review and approval.
**Continue to FDA Regulations ONLY if this is a clinical investigation, study or trial.  
FDA Regulations:  
Determination of Human Participants and Research 

Answer the questions below to determine if your human subjects research is subject to FDA regulations.

1.   FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 

a)   Is the clinical investigation an experiment that involves one or more human participants (as defined in IRB Policy 2010-5), and  

 

b)   Will the investigation involve one or more of the following test articles?

	· Foods or dietary supplements that include a nutrient content claim or a health claim

	· Infant Formulas

	· Food and color additives

	· Drugs (including dietary supplements) for human use

	· Medical devices for human use

	· Biological products for human use

	· Electronic products



AND
2.   FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 

Are the results of the investigation intended to be submitted to the FDA to support an application for research or marketing permit, OR
3.   FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 

Are the results of the investigation intended to be held for inspection by the FDA as part of an application for a research marketing permit?  
If you answered ‘Yes’, to 1 and 2 OR 3, the proposed activity is human research under FDA regulations.   Your project requires IRB review by either FAU’s IRB or Western IRB.
.  
 If you answered ‘No’, to 1 and 2 OR 3, the proposed activity is not research under FDA regulations.   
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