IRC Form 4.06

 Page 5 of 6

	[image: image1.jpg]IRC

Independent Review Consulting, Inc.

Phone: 415-485-0717 = Fax: 415-485-0328 = info@irb-irc.com
P.O. Box 170, San Anselmo, CA 94979-0170 = www.irb-irc.net





	Request for Determination

Is this Human Subjects Research?

Form 4.06 (Part A, Common Rule, Part B, FDA)
ver. 04/10/09


	Occasionally a sponsor, agency, editor, or vendor wants verification from an impartial source that activities do not (or did not) require IRB approval.  To make a determination, we need information.  Please provide 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.

	     *Make a copy for your study records.
 FORMCHECKBOX 
 This form

	     *Submit 2 copies of the following documents:
 FORMCHECKBOX 
 Any associated grants (submit 1 copy)

	

 FORMCHECKBOX 
 Additional supporting documents if any

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


	A.  Contact
	Applicant / Lead Contact
	Bill To (if different)

	Name/Title  
	     
	     

	Company / Business
	     
	     

	Address
	     
	     

	City, State, Zip
	     
	     

	Phone
	     
	     

	Fax
	     
	     

	e-mail
	     
	     

	

	Project Title
	     

	Date or Version #
	     

	Funding Source
	     

	Assigned Number
	     


	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?
	     


Use Part A for activities covered by the Common Rule.

Use Part B (excise all of Part A) for activities covered by the FDA.

PART A – The Common Rule

	Use the Common Rule definitions if:

· You are receiving federal funding. Most federal agencies accept the Common Rule (45 CFR 46, Subpart A).

· Your institution has a FWA and has elected to apply the Common Rule to all research regardless of funding source.


	C.1:  Are these activities “research” 

	

	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.
	     


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

	 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.   


	MAKE YOUR DETERMINATION about whether this is research.

	 FORMCHECKBOX 
 The activities are “research”.  Go to next section

	 FORMCHECKBOX 
 The activities are neither “research”. Go to next section.


	C.2: Does this Research  involve “Human Subjects”? 

	

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

	Common Rule: If the subjects are living people and either statement A or B below is marked “yes,” the activities involve human subjects.  

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  The subjects of the research are living. .

	
	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?)
     

	A.

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No


	The investigator will get data through intervention or interaction such as: [45 CFR 46.102(f)(1)]

· Physical procedures performed on the subject(s),

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

· Manipulation of the subject’s environment,

· Communication with the respondent(s),
· Interpersonal contact with the respondent(s)

	OR
	What information is to be obtained and how is it to be maintained? How identifiable is it when you get it?  Where are identifiers stripped?  What is the size of the smallest cell?

     

	B.

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	The investigator will obtain information:  [45 CFR 46.102(f)(2)]

Mark “yes” if both of the following two statements are true:

	
	Test 1

 FORMCHECKBOX 
 True   FORMCHECKBOX 
 False

and
	The information to be obtained is private:

· The information is about behavior that occurs in a context in which a person can reasonably expect that no observation or recording is taking place or
· The individual has provided the information for specific purposes and can reasonably expect that the information will not be made public, and

	
	Test 2

 FORMCHECKBOX 
 True   FORMCHECKBOX 
 False
	The identity of the subject is or may be readily:

· Ascertained by the investigator or

· Associated with the information

	Make Your Determination about the involvement of human subjects.

	The activities are “research” 
 FORMCHECKBOX 
  
and there are “human subjects” involved.



 FORMCHECKBOX 
  
but there are no “human subjects” involved. 


	C.3.   Is this Activity a regulated activity?

	Some human subjects research is NOT regulated.   Still, review may be sought on a voluntary basis.  If review is sought, the standard review criteria will be used as if it were regulated.

	If any of the following is marked “yes,” IRB review or an exemption from IRB review may be required.

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	The activities are federally funded.

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

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	The activities are federally regulated (e.g. by FDA.)

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	There is a plan to publish in a peer-reviewed journal that requires prior review.

	 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:      

	Make Your Determination. 

	The activities are “research” involving “human subjects” and
 FORMCHECKBOX 
  
review is required.



 FORMCHECKBOX 
  
review is not required.


	D. Applicants Request

	I assert that the proposed activities:

	C.1.  True  FORMCHECKBOX 
   False  FORMCHECKBOX 

	do not involve “research”.

	C.2.  True  FORMCHECKBOX 
   False  FORMCHECKBOX 

	do involve research but the people involved are not “human subjects”.

	C.3.  True  FORMCHECKBOX 
   False  FORMCHECKBOX 

	Is human subjects research but is not regulated. 

	A decision that an activity is not human subjects research does not relieve a person from ethical conduct in relationships with respondents nor from the need for informed consent.

	

	
	Signature
	
	Date
	

	
	     
	
	     
	

	
	Print Name
	
	Title
	


	E.   IRC Certification of Agreement

	Based on the information presented, IRC maintains that the proposed activities:

	 FORMCHECKBOX 
 
C.1. This activity is not “research”.

	 FORMCHECKBOX 
 
C.2. This activity is “research”, but no “human subjects” are involved.

	 FORMCHECKBOX 
 
C.3. This activity is “research with “human subjects but it is not regulated.

	 FORMCHECKBOX 
 
IRC suggests seeking IRB review or an exemption from IRB review.

	

	

	
	Signature
	
	Date
	

	
	
	
	
	

	
	Print Name
	
	Title
	

	Conditions: There is no expiration date.  The determination does not render any opinion about the ethical conduct of the activities.  The determination is for the described activities only.  If there is question about the determination, please call.


PART B – The Food and Drug Administration
Include Page 1 plus all of Part B.

	C.1:  Are these activities  A “Clinical Investigation” 

	

	What is the purpose of your study?  What is the test article and why is there any question as to whether this is a clinical investigation?
	     

	If either of the following is marked “yes,” the activities are a “clinical investigation” under 21 CFR 56.102(c).

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

OR
	Clinical investigation" means any experiment that involves a test article, and 

· that either must meet the requirements for prior submission to the Food and Drug Administration under section 505(i), 507(d), or 520(g) of the act, or 

· need not meet the requirements for prior submission to the Food and Drug Administration under these sections of the act, but the results of which are intended to be later submitted to, or held for inspection by, the Food and Drug Administration as part of an application for a research or marketing permit.

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	Mark “yes” if all of the following three statements are true:

	
	 FORMCHECKBOX 
 True   FORMCHECKBOX 
 False
	The item is not cleared for market.

	
	 FORMCHECKBOX 
 True   FORMCHECKBOX 
 False
	The item is not being used in the course of medical practice.

	
	 FORMCHECKBOX 
 True   FORMCHECKBOX 
 False
	It is a study of a “test article” (check one of the following):

	
	 FORMCHECKBOX 

	A Drug
	 FORMCHECKBOX 

	Biological Product for human use

	
	 FORMCHECKBOX 

	A Medical Device
	 FORMCHECKBOX 

	Infant Formula

	
	 FORMCHECKBOX 

	Other Article subject to the Food, Drug & Cosmetic Act  
	 FORMCHECKBOX 

	Food or Dietary Supplement that bears a nutrient content or a health claim

	
	 FORMCHECKBOX 

	Electronic Product for human use
	 FORMCHECKBOX 

	Food or Color Additive for human consumption

	MAKE YOUR DETERMINATION about whether this is a clinical investigation.

	 FORMCHECKBOX 
 I believe it to be a clinical investigation.  Go to next section

	 FORMCHECKBOX 
 I believe it is not a clinical investigation.   Go to next section.


	C.2: Does this Research involve “Human Subjects”? 

	

	What is the source of the recruits?  
	     

	If one of the following is marked “yes,” the activity involves human subjects.

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	The test article will be used on one or more humans or on controls, or

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	All of the following are true:  [21 CFR 812.(c)(3) Diagnostic devices]

· 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.

	Make Your Determination about the involvement of human subjects.

	The activities are a clinical investigation 
 FORMCHECKBOX 
  
and there are “human subjects” involved.



 FORMCHECKBOX 
  
but there are no “human subjects” involved. 

	D. Applicants Request

	Either this activity is regulated or submission is voluntary and I assert that the proposed activities:

	C.1.  True  FORMCHECKBOX 
   False  FORMCHECKBOX 

	The activity is not a “clinical investigation.”

	C.2.  True  FORMCHECKBOX 
   False  FORMCHECKBOX 

	The activity is “a “clinical investigation” but no “human subjects” are involved.

	A decision that an activity is not human subjects research does not relieve a person from ethical conduct in relationships with respondents nor from the need for informed consent.

	

	
	Signature
	
	Date
	

	
	     
	
	     
	

	
	Print Name
	
	Title
	


	E.   IRC Certification of Agreement

	Based on the information presented, IRC maintains that the proposed activities:

	 FORMCHECKBOX 
 
C.4. This activity is not “a “clinical investigation.”

	 FORMCHECKBOX 
 
C.6. This activity is a “clinical investigation,” but no “human subjects” are involved.

	 FORMCHECKBOX 
 
IRC suggests seeking IRB review or an exemption from IRB review.

	

	

	
	Signature
	
	Date
	

	
	
	
	
	

	
	Print Name
	
	Title
	

	Conditions: There is no expiration date.  The determination does not render any opinion about the ethical conduct of the activities.  The determination is for the described activities only.  If there is question about the determination, please call.
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