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	DETERMINATION 

  Is It Human Subjects Research?

Form 11

Vers 01/20/2019 



Occasionally a sponsor, agency, editor, or vendor wants verification from an impartial source that activities do not (or did not) require IRB approval. This decision is based on specific regulatory definitions and there is no regulatory requirement to have the determination made by an IRB. The questions on this form are intended to act as a guide through the decisions necessary to make such a determination. 
If preferred, this form may be used to request a formal, written determination by E&I. To make such a request, submit this form completed (no blanks), and provide the appropriate attachments. If a grant is involved, it must be attached. This is most common in evaluation studies and with secondary use of information or specimens.

A decision that an activity is not “human subjects research” means that it is not subject to the human subjects regulations. It does not relieve anyone from other ethical, moral or legal obligations.

Inclusion of the following items is always required for review.  Check each that you have attached:

  
 FORMCHECKBOX 

This form, signed and dated
 FORMCHECKBOX 

E&I Form 04, Invoice Information


 FORMCHECKBOX 

Any associated grants or summaries
 FORMCHECKBOX 

Additional supporting documents, if any 


   (narrative sections only)
MAKE A COPY FOR YOUR STUDY CORRESPONDENCE FILE.

Send completed package to submit@eandireview.com.
	A.  Contact information

	
	Applicant/Lead Contact

	Name/Title  
	     
	Phone  
	     

	Company / Business
	     
	E-mail  
	     

	Address
	     
	

	City, State, Zip
	     
	

	

	Project Title
	     

	Date or Version #
	     

	Funding Source(s)
	(I.e., Sponsor (private) Funded, NIH, Dept of Education, DoD, etc.) Include source even if only partially funded, and include any agencies involved in conducting the study. If through the Dept of Defense or Dept of Justice (including Bureau of Prisons), contact E&I first.

     

	Assigned Number
	     

	Regulations to apply
	 FORMCHECKBOX 
 Dept of Health & Human Services (45 CFR 46 is the default)

 FORMCHECKBOX 
 Dept of Defense  (Ref 3216.02 2018)

 FORMCHECKBOX 
 Food and Drug Administration (Use Appendix B)
 FORMCHECKBOX 
 Dept of Justice, Bureau of Prisons (please contact E&I office before submitting)
 FORMCHECKBOX 
 Other:       


	B. Quick Questions

	What are you doing?  Describe the activities in enough detail to allow a decision to be made but no more than 250 words.  You may attach a one to two-page executive summary.
	     

	Why are you seeking this determination?  Were you asked to get it?  (If you were asked, it helps to know who asked and to see the actual request to determine if this is what they really need.)  Is it for your files?
	     

	STATE LAW: In what states are you conducting this study?  Are you aware of any state local, tribal and/or foreign laws, statutes or regulations defining either research or human subject differently?
	States:      
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
If yes, please explain:       

	RECORDS USE: Your use of records might generate other regulations. Consider any records used for finding, recruiting, or studying the participants.  If yes to either, contact E&I.
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
HIPAA: Are you receiving or reviewing health information held by an organization governed by HIPAA?

	
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
FERPA:  Are you receiving any student information not already published in the student directory?

	CONFLICT OF INTEREST: Do you have any stock or equity position or titles, patents or directorship that could possibly be perceived as a conflict with any company, service or product or its competitor?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 


If yes, attach E&I Form 31

	INSTRUCTIONS FOR COMPLETION

	There are 2 separate attachments provided. ONLY complete an attachment if it applies to the research activities in your study. It is very rare to need both, unless you are conducting FDA/clinical related activities in a study that includes federal funding.

Attachment A: COMMON RULE (45 CFR 45)

· Applies to projects that are federally funded (whole or in part)

· Applies to projects conducted by a federal agency (whole or in part)

· Applies to privately funded activities (typically social, behavioral, or educational in nature) that are              NOT regulated under FDA or Dept of Energy

· Your institution has a FWA and has elected to apply the Common Rule to all research regardless of funding source
Attachment B: FDA (21 CFR 50/56)

· Applies to clinical activities and/or studies involving test articles that fall (or might fall) under the purview of the FDA

· Applies to research not currently covered by FDA or other regulation, but which might later be held for inspection by, or presented in support of a study that comes under, the FDA
NOTE: If you are seeking guidance on whether or not a research activity meets 
the definition of “clinical investigation” under NIH, please refer to:

E&I Website www.eandireview.com or Contact E&I
NIH Definition of Clinical Trial Case Studies (1/17/2018)
NIH Website 



Attachment A – The Common Rule

See attachment instructions above
	C.  General Information 

	C.1.  Background Grants Information


If none, enter N/A

	Grant Title
	     

	Grant Number 
	     
	Granting Agency       

	Federal Wide Assurance (FWA) number, if any
	FWA 0000     
	E&I IRB#2 Registration:
# IRB00007807

	C.2.  Background Activities

	INFORMATION:

What is the purpose of your study?  How generalizable will the results be? To whom?  What is its importance? How will it contribute to the body of knowledge?  If a claim is made that it is not generalizable, that claim should be justified here.
	     

	TIME LINE:

When was/will the data be collected?
	     


	D.  Is this Activity  “Research” under the Common Rule? 

	If all of the following are marked “yes” and “true”, the activity is “research” under 45 CFR 46.102(l).

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	The activities are a systematic investigation.  The investigation could be research development, testing or evaluation, and

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	The activities are designed  (e.g., they are intentional) and there is an accepted scientific (different for different sciences) method, and

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	The goal is to develop or contribute to generalizable knowledge. 

Intent to publish is one of several indicators that the data may be generalizable. Activities such as oral histories, quality assurance, and investigative journalism are generally not “research” as used here.  Evaluation studies may be quality assurance or may be research depending, in part, on the funding agency and   

	 FORMCHECKBOX 
 True   FORMCHECKBOX 
 False
	The activities are not exclusively comprised of one or more of the following:

· Scholarly and journalistic activities (e.g., oral history, journalism, biography, literary criticism, legal research, and historical scholarship), including the collection and use of information, that focus directly on the specific individuals about whom the information is collected
· Public health surveillance activities, including the collection and testing of information or biospecimens, conducted, supported, requested, ordered, required, or authorized by a public health authority. Such activities are limited to those necessary to allow a public health authority to identify, monitor, assess, or investigate potential public health signals, onsets of disease outbreaks, or conditions of public health importance (including trends, signals, risk factors, patterns in diseases, or increases in injuries from using consumer products). Such activities include those associated with providing timely situational awareness and priority setting during the course of an event or crisis that threatens public health (including natural or man-made disasters).
· Collection and analysis of information, biospecimens, or records by or for a criminal justice agency for activities authorized by law or court order solely for criminal justice or criminal investigative purposes.
· Authorized operational activities (as determined by each agency) in support of intelligence, homeland security, defense, or other national security missions.

	D.  MAKE YOUR DETERMINATION: Are the activities research?

	 FORMCHECKBOX 
 Yes, the activities are “research”

	 FORMCHECKBOX 
 No, the activities are not “research” 

Regardless of your answer, complete the next section to permit a complete determination


	E.  Were This Activity Research, Would It Involve “Human Subjects”? 

	Research with can be performed with books, animals, or chemistry sets. This question is whether the people ABOUT WHOM information will be gathered, are considered human subjects, as defined by regulation.
For each TEST, provide the requested INFORMATION about your research, then answer the QUESTIONS that follows. If both test 1 and 2 produce a ‘yes’, then the research involves ‘human subjects.’ 

	INFORMATION:  

What is the source of the participants? What identifying information is available about the individuals?  
	     

	TEST 1: Under the common rule, the term ‘Human Subject’ refers to a living individual. 
Are the participants, or the individuals about whom the data will be gained, living? 


(mark all that apply, at least one must be yes to be human subjects research)

	1

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No


	QUESTION: Are either of the following statements true?

	
	 FORMCHECKBOX 

The subjects of the research are living people.

 FORMCHECKBOX 

The study is about living people. 



 (If demographics about subjects are gained, answer is yes.) 
If ‘yes’, continue to next question.
If ‘no’, skip to the Determination Box at the end of Section E

	INFORMATION:  

What is to be done to or with the people for purposes of your study or evaluation?  (Evaluators: Is the manipulation due to the project or to your measurement of it?)

	     

	TEST 2: Under the common rule, the individual is a ‘human subject’ when certain types of data are collected and used in specific ways.  
Will the study investigator as part of the research plan, gather and use data in either of these ways?  


(required to answer both 2A and 2B, at least one must be yes to be human subjects research)

	2A
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	QUESTION: Will the investigator obtain information or biospecimens, through intervention or interaction with the individual and use, study, or analyze the information or biospecimens?

	
	Through intervention such as:

· Physical procedures performed on the subject(s),

· Manipulation of or intervention with the subject(s),

· Manipulation of the subject’s environment.
	Or through interaction such as:

· Communication with the respondent(s),
· Interpersonal contact with the respondent(s),
· Communication, observation or interaction via social media, the internet or the web.

	INFORMATION:  

What information or biospecimens will be obtained and/or generated and how?  (A list of fields can be attached.)

	     

	INFORMATION:  

How identifiable is it when you get it?  


	     

	INFORMATION:  

How and where is it maintained and protected?


	     

	2B

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	QUESTION: Will the investigator obtain, use, study, analyze or generate identifiable private information or identifiable biospecimens?

	
	Identifiable Private Information:  

Private information for which the identity of the subject is or may readily be ascertained by the investigator or associated with the information.
· Readily ascertained by the investigator 


or

· Associated with the investigator
 
	Identifiable Biospecimen:  

Biospecimen for which the identity of the subject is or may readily be ascertained by the investigator or associated with the biospecimen.
· Readily ascertained by the investigator 


or

· Associated with the biospecimen


	
	Private Information: Includes information about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, and information that has been provided for specific purposes by an individual and that the individual can reasonably expect will not be made public (e.g., a medical record.)

	NOTE: If participant (or their specimen) will be the recipient of, or a control for, a study involving a test article or investigational device, Attachment B (FDA) must also be completed.

	E. MAKE YOUR DETERMINATION.  Does this research involve human subjects?

	 FORMCHECKBOX 
 Yes. The activities involve human subjects. (Test 1 is yes and either Test 2A or 2B is yes)

	 FORMCHECKBOX 
 No. The activities do not involve human subjects.  


	F.  Reason for Requesting Determination

	A request for a determination of no human subjects research rarely occurs unless there has been a request to show or obtain IRB approval. These can come from journals, grant administrators or others. What is the reason this determination is being sought? 

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	The activities are federally funded (regulated) and an IRB determination has been requested. (This could include being a sub-contractor.)  Name the agency:      

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	The activities are at a site that applies the federal rules (the Common Rule) to all research (regulated).

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	There is a plan to publish in a peer-reviewed journal that requires prior review and I would like to know that IRB review is not required before doing the study (voluntary).

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	IRB review is a requirement by one or more of the following: 

	
	 FORMCHECKBOX 
 Sponsor
 FORMCHECKBOX 
 Funding Agency

 FORMCHECKBOX 
 Performance Site
 FORMCHECKBOX 
 Journal
 FORMCHECKBOX 
 Other:      

	Other Reason for Asking:        

	F.  MAKE YOUR DETERMINATION.  Do Common Rule regulations apply?

	 FORMCHECKBOX 
 Yes. The activities are regulated. 

	 FORMCHECKBOX 
 No. The activities are not regulated 
 FORMCHECKBOX 
 Yes. The activities are not regulated, but I am asking to apply regulations voluntarily. 


	G.  Applicant’s Test 

	Based on the following determinations: (check one for each, all must be true to be human subjects research.)

	D.  True  FORMCHECKBOX 
   False  FORMCHECKBOX 

	The proposed activities involve “research”.

	E.  True  FORMCHECKBOX 
   False  FORMCHECKBOX 

	The proposed activities involve “human subjects”.

	F.  True  FORMCHECKBOX 
   False  FORMCHECKBOX 

	The proposed activities are “regulated” activities under the Common Rule.

	I attest that the proposed activities are NOT human subjects research under Common Rule regulation.

A decision that an activity is not human subjects research does not relieve a person from ethical conduct in relationships with respondents or from the need for informed consent.

	

	
	Signature
	
	Date
	

	
	     
	
	     
	

	
	Print Name
	
	Title
	

	Instructions:
You may elect to keep this in your files as evidence of your consideration of these questions. 

 
To receive a formal, written determination from E&I, submit this completed form and any applicable supporting documentation to E&I.  
	




	
	


Attachment B – The Food and Drug Administration
	H.  Is this Activity a Clinical Investigation  (“Research”) under the FDA?

	For each TEST, provide the requested INFORMATION about your research, then answer the QUESTIONS that follows. If both test 1 and 2 produce a ‘yes’, then the research involves ‘human subjects.’

	TEST 1:  Under FDA regulation, a Clinical Investigation is any experiment that involves a test article.
Does this research activity involve a “test article” as defined below? 

	INFORMATION: 

What is the item being studied?  
	     

	INFORMATION: 

What is the status of that item with the FDA?
	     

	1
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	QUESTION: Does the study involves use of at least one test article, as directed by a research protocol, that is not being used in the course of standard medical practice / standard-of-care treatment by a licensed physician?

	
	Test article is any drug (including a biological product for human use), medical device for human use, human food additive, color additive, electronic product, or any other test article subject to FDA regulations. (351 or 354-360F of the Public Health Service Act.) 

	
	FDA Guidance: IRB Frequently Asked Questions – Information Sheet
CBER Regulated Products
Is it Really 'FDA Approved' - FDA Guidance

	
	Select all types of articles to be included in the study (use links for more information on regulatory status):

	
	 FORMCHECKBOX 

Drug
 FORMCHECKBOX 

Medical Device
 FORMCHECKBOX 

In Vitro Diagnostics
 FORMCHECKBOX 

Biological Product for human use (including In Vivo)

 FORMCHECKBOX 

Software as a Medical Device (SaMD)

 FORMCHECKBOX 

Consumer Products (when used to support a claim)
	 FORMCHECKBOX 
   Radiation Emitting Electronic Products
 FORMCHECKBOX 
   Food or Dietary Supplement that bears a nutrient content or a health claim
 FORMCHECKBOX 
   Food or Color Additive for human consumption

 FORMCHECKBOX 
   Other:       

	
	Biological Product: is a “virus, therapeutic serum, toxin, antitoxin, vaccine, blood, blood component or derivative, allergenic product, or analogous product, … applicable to the prevention, treatment, or cure of a disease or condition of human beings.”
· Examples of biological products:

	
	· blood-derived products
· vaccines
· in vivo diagnostic allergenic products
· immunoglobulin products
· products containing cells or microorganisms
· most protein products

	TEST 2:  Under FDA regulation, a Clinical Investigation must be subject to the requirements for prior submission to the FDA, or have an intent to later submit results to, or have them held for inspection by, the FDA as part of an application for research or a marketing permit.
Does this research activity include a requirement, or intent to submit to FDA?

	INFORMATION: 

What is the reason for this study? (Include any intent to determine effectiveness or safety)
	     

	INFORMATION: 

What is the intended, desired or possible use of the information/results gained from this study? 
	     

	2
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
 
	QUESTION: Does this research activity include a requirement, or intent to submit to FDA? If either are checked, the answer is ‘yes.’

	
	 FORMCHECKBOX 

The involvement of one or more of the test articles in this study are FDA regulated. (I.e., subject to prior submission to the FDA under 21 USC 355 (505(i) or 360 (520(g))
 FORMCHECKBOX 

The results of the study are intended to be submitted later to, or held up for inspection by, the FDA as part of an application for a research or marketing permit.   (21 CFR 50.3(c), 21 CFR 56.103(c), 21 CFR 312.3(b), and 21 CFR 812.3(h))

	
	Examples of clinical investigations involving test articles:

· Clinical trials that involve investigational drugs or devices

· Research testing the safety and effectiveness of a device
· Medical outcome studies comparing approved drugs or devices

	H.  MAKE YOUR DETERMINATION.  Is this activity a “Clinical Investigation”?

	 FORMCHECKBOX 
 Yes. The activities are a clinical investigation. 

	 FORMCHECKBOX 
 No. The activities are not a clinical investigation. 
 FORMCHECKBOX 
 Yes. The activities are not regulated, but I am asking to apply regulations voluntarily.

Regardless of your answer, complete the next section to permit a complete determination 


	I. Does this activity involve “Human Subjects”? 

	TEST 3:  Under FDA regulation, the activity must include at least one human subject (may be a healthy individual or a patient) who becomes a participant in research, either as a recipient of the test article or as a control.
Does the clinical investigation include involvement of a human subject?

	INFORMATION: What is the source of the participants?  
	     

	3
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	QUESTION: Does this clinical investigation include involvement of a human subject? If either are checked, the answer is ‘yes.’

	
	 FORMCHECKBOX 

The test article will be used on one or more humans or on controls, or
 FORMCHECKBOX 

The test article is a medical device and

· 
The medical device will be used on human specimens and

· The activities are being done to determine the safety or effectiveness of the device and

· Data from the activities will be submitted to, or held for inspection by the FDA.

	I.  MAKE YOUR DETERMINATION.  Does this activity involve human subjects?

	 FORMCHECKBOX 
 Yes. The activities involve humans as subjects. 

	 FORMCHECKBOX 
 No. the activities do not involve humans as subjects. 


	J.  Applicant’s Request

	I assert that the proposed activities are not a clinical investigation involving human subjects under FDA regulation, based on the following det

	H.
True
 FORMCHECKBOX 

False
 FORMCHECKBOX 


True
 FORMCHECKBOX 

False
 FORMCHECKBOX 

	Do not involve a “test article”.
Are not a “clinical investigation”.

	I.
True
 FORMCHECKBOX 

False
 FORMCHECKBOX 

	Involve a clinical investigation but do not include  “human subjects”.

	I attest that the proposed activities are NOT human subjects research under FDA regulation.
A decision that an activity is not human subjects research does not relieve a person from ethical conduct in relationships with respondents or from the need for informed consent.



	

	
	Signature
	
	Date
	

	
	     
	
	     
	

	
	Print Name
	
	Title
	


	FOR IRB ADMINISTRATION USE ONLY

	Based on the following determinations: (check all that apply)

	True
 FORMCHECKBOX 

False
 FORMCHECKBOX 

True
 FORMCHECKBOX 

False
 FORMCHECKBOX 

	The proposed activities are human subjects research under Common Rule.
The proposed activities are a “human subjects research under FDA.

	Comments: 
     

	 FORMCHECKBOX 
  A letter of determination noting this decision may be prepared and sent to the requesting submitter.
 FORMCHECKBOX 
  I have been authorized by the Organizational Official for this determination.

	

	
	Signature
	
	Date
	

	
	     
	
	     
	

	
	Print Name
	
	Title
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