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	Request for EXEMPTION

From IRB review
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ver. 04/10/09


Activities exempt from the IRB review process are submitted for the purpose of having an uninvolved third party assess that the exemption is claimed correctly.  

	· Exemption means the activity IS research and does involve humans as subjects.
	Exemptions cannot be given if there is no research or if there are no human subjects involved.   If some certification is required, use form 4.06, Determination of No Human Subjects.   

	· Exemption means the activity does not require IRB review.


	Exemption does not mean that it has been deemed ethical or appropriate.  The institution conducting the study needs to make sure they wish to and have the resources to support the project.  IRC reviewers will check for major ethical issues. The reviewer may agree and sign, may ask for added safeguards, or may suggest IRB review..

	· Exemption means it fits nicely in an exemption category. 
	All of the procedures in the phase of the study under review must fit into a category below.  


ATTACHMENTS: 
 FORMCHECKBOX 
 Applicant investigator’s resume or curriculum vitae

 FORMCHECKBOX 
 Grant or project description with more specific information than given here.

 FORMCHECKBOX 
 If applicable, copy of consent form originally used or to be used.


 FORMCHECKBOX 
 Your curriculum vitae or resume
	A.  Who is Requesting this Certification?

	Identify the requester and the investigator, if different.

	Name

Business Name

Address
	     
     
     

	Phone

Fax

e-mail

Website
	     
     
     
     

	Tell us something about your company.
	     


	What promises has your institution made?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 
Our company has an Federal Wide Assurance (FWA) number:      
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 
In the FWA we elected to apply the Common Rule to all of our studies regardless of funding source.   FORMCHECKBOX 
 I don’t know

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 
In the FWA we elected to apply the subpart about children to all of our studies.  FORMCHECKBOX 
 I don’t know

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 
We/I have signed an indemnification form (4-50) or I agree to assume the liability arising from working with subjects. 

	Tell us something about yourself and your research experience.
	I am attaching my curriculum vitae.  In addition, I will tell you something about myself and my qualifications to do this study.

     

	Where should our invoice be sent?
	     


	B.  What are you Proposing To Do?

	TITLE for this exemption request. 
	     


	What is the study about?  What are you going to do?  How are humans to be involved as subjects? 
	A thumbnail summary is: 

     


	C.  What Exemption Category Are you claiming?

	All of the activities described in the application must be able to fit neatly into one or more of the exemption categories.

	Category number 
	45 CFR 46.101(b)  FORMCHECKBOX 
 1    FORMCHECKBOX 
 2a    FORMCHECKBOX 
 2b    FORMCHECKBOX 
 3    FORMCHECKBOX 
 4    FORMCHECKBOX 
 5 (rare)    FORMCHECKBOX 
 6   

For each box checked, complete a justification questionnaire following the signatures.
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No 
This activity involves children, prisoners, classified research or an FDA regulated product.   If yes, there are additional restrictions on the exemption categories


	Explanation of how it fits the elements of that category.
	     

	What other rules might apply to this study?
	 FORMCHECKBOX 
 FERPA    FORMCHECKBOX 
 VA   FORMCHECKBOX 
 State Rules   FORMCHECKBOX 
 FDA

Other:      


	D.  What Organizations are Involved?

	Funding:  
	Agency:      
	Grant

Number      

	Sites;

List performance, data acquisition, interview, schools, etc.  For additional sites, attach list.
	Site      
	Contact: 
     
Phone  
     
e-mail  
     
Internal IRB?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 


	
	
	

	
	Activity at this site:      


	E.  Who will be Recruited to Participate?

	What subject population is being sought?  Consider teachers, students, donors, parents and others.

· Describe the key features of the subject population.

· Are there any defined special populations or people who are vulnerable to undue influence (such as employees, those without resources?)   

· What is the likelihood of encountering literacy or language problems?   

	Description
	     

	How are these people approached?  What is the recruitment process?
	     

	Are you recruiting from any of the regulated special population?
	 FORMCHECKBOX 
 Children (include ages/reading ability)  


 FORMCHECKBOX 
 Prisoners,   FORMCHECKBOX 
 Pregnant women 




	Would you expect any group in this sample to have difficulty giving or refusing consent?
	 FORMCHECKBOX 
 Other vulnerable population

     


	F.  What Consent will be gained?

	If no consent will be gained, please explain.

· FDA regulations have no provision for waiver of consent except for medical emergencies.  

· Attach any consent forms or informational material associated with this project.

	Will subjects be asked to participate?  

How?
	 FORMCHECKBOX 
 Consent for Research 

 FORMCHECKBOX 
 Consent but for another purpose,
 FORMCHECKBOX 
 Consent oral – no form
 FORMCHECKBOX 
 No consent, knowledge, or agreement


 FORMCHECKBOX 
 study is not FDA regulated
 FORMCHECKBOX 
 Don’t know
	Explanation: 

     


	G.  How is Confidential Information to be protected?

	Are any identifiers used?  Are the donors or students identified?  Are they public figures?


	The data being received for the research is 

 FORMCHECKBOX 
 
anonymous (no identifiers ever collected), 

 FORMCHECKBOX 
 
delinked-anonymized (identifiers collected – link obliterated)

 FORMCHECKBOX 
 
linked (identifiers collected – link remains with source & is unavailable to investigator.)

 FORMCHECKBOX 
 
linked (identifiers collected – link available to investigator)

Describe: 
     

	HIPAA involvement?

(health care only)


	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 
We are a Covered Entity. 

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 
We are generating PHI

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 
We are getting PHI from a Covered Entity.

If any of the above are yes, please include a discussion of how HIPAA will be satisfied.

	FERPA (schools)

How does this use of data or records comply with FERPA?
	     


	H.  Are there other Issues?

	School board opinions?

State laws?

Future genetic issues?  Need to re-contact subjects?
	     

	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 IRC form 4.21A


	I.  Identification of Documents Attached

	List each of the documents attached to this request

	Grant name/number
	 FORMCHECKBOX 
 None or      

	Consent form(s)
	 FORMCHECKBOX 
 None or      

	Questionnaire(s)
	 FORMCHECKBOX 
 None or      

	Supporting documents
	     


	J.  Signature and Certification

	· I certify that this information is complete and correct.

· I accept ultimate responsibility for the conduct of this study, the ethical performance of the project, and the protection of the rights and welfare of the human subjects who are directly or indirectly involved in this project.

· I will comply with all IRC policies and procedures as well as with all applicable federal, state and local laws regarding this project.

· I will ensure that the personnel performing this study are qualified and adhere to the provisions of this IRC-certified protocol.

· I acknowledge that if this activity changes or extends beyond the expiration date, the certification is voided.

· In the event of any legal action the applicant will hold IRC harmless.  

	
	Person who prepared the response
	Investigator

	Signature
	     
	     

	Printed name
	     
	     

	Date
	     
	     

	Title
	     
	     

	Company
	     
	     


	K.  IRC Certification of Agreement with claimed Exemption


CERTIFICATION:  On the basis of the information above, this research activity involving human subjects qualifies as exempt from the requirements to have IRB review.

Signature


Date of Certification  

   Next check in date

Assigned number   


CATEGORY JUSTIFICATION

This section will (a) determine if the activities fit within the exemption category and (b) cause you to look at specific aspects of the study and to demonstrate to us that the clearance is justifiable.
	Category 1- Normal Educational Practice

	“Research conducted in established or commonly accepted educational settings involving normal educational practices, such as 

i) 
research on regular and special education instructional strategies, or 

ii)
research on the effectiveness or the comparison among instructional techniques, curricula, or classroom management methods.”

Since the original regulations were written, more research is being done in settings such as museums and public television.  IRC considers the work in these venues to be commonly accepted educational settings.  

	What is the “established or commonly accepted” educational setting? 
	     

	What are the “normal educational practices”?  Which of these activities would occur whether or not this research occurs?
	     

	Does this fit into I)  or ii)?  Explain.
	 FORMCHECKBOX 
 I    FORMCHECKBOX 
 ii 

     

	Confidentiality:  What data is being gathered?  Grades?  Standardized scores?  Individual or aggregate?  Is there a link?  How is it maintained?  Describe provisions to maintain confidentiality as it comes to you, as it is manipulated and as it is stored.
	     

	What will happen to non-participants during time required for the study?
	     


	What is the age and probable reading level of the participants?
	     

	Recruitment:  How are schools, teachers and students recruited?  What is your relationship with them?

How is initial contact made?  (Attach any materials.)
	     

	Informed Consent: How are subjects (and parents) informed of the study?  What material is distributed about it?  

How is agreement obtained?

How is agreement documented?
	     

	If you are not doing recruitment directly, how have you trained your surrogate?
	     


	Category 2 – tests, surveys, interviews & observation

	“Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless:

i)
Information obtained is recorded in such manner that human subjects can be identified, directly or through identifiers linked to the subjects; and

ii)
any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, or reputation.”  (If yes, see #3)

If children are involved and if the protections of Subpart D are relevant, this category is limited only to research involving observation of public behavior, when the investigators do not participate in the activities being observed. 

	What is your analysis of the quick test?
	 FORMCHECKBOX 
  If (i) is true and 
(ii) is false,
can be exempt.

 FORMCHECKBOX 
  If (i) is false and 
(ii) is true,
can be exempt.

 FORMCHECKBOX 
  If (i) is false and
(ii) is false, 
can be exempt.

 FORMCHECKBOX 
  If (i) is true and 
(ii) is true, 
can NOT be exempt

	What is being done for research that would not otherwise be done?  List the tests, survey procedures, interview procedures or observation.  
	     

	What information is being collected?  How is information recorded?  Is there data, video, interviews?
	     

	What identifiers are used?
	     

	Were there a breach in confidentiality, what is the worst that might happen to an identified subject? Consider stigma, employment, abuse reporting,
	     

	Is subpart D (protection of children) involved?  Why or why not?
	     


	Category 3 - Complete category 2 information plus these questions

	“Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior that is not exempt above due to the risks from disclosure:
i)
The human subjects are elected or appointed public officials or candidates for public office; or 

ii) 
federal statutes(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.”

	What is the risk from disclosure that removed it from category 2?
	     

	Why are the subjects considered to be public?   What federal statute applies?  Please attach it.
	     

	How are the subjects recruited?  When is contact made?  When are they told about the study?  Is there any informed consent?
	     


	Category 4 – Specimens, Data, Records

	4)
Research, involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, 

· if these sources are publicly available or 

· if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.

Note: coded records may be found to have no human subjects and, thus, not even need an exemption.

	Is this study FDA regulated?  Are any results to be held for FDA inspection?
	 FORMCHECKBOX 
 No - continue 

 FORMCHECKBOX 
 Yes – FDA does not recognize this exemption.  

	What is being collected? How do you have permissible access to it?
	     

	Is it publicly available?  How?  To whom?
	     

	As you complete this form, does it exist?  Where is it and who controls it?  (NOTE:  Existing is defined as already collected and “on the shelf” when the application is submitted)
	     

	What identifiers are originally associated with it?  What identifiers will you receive?  When were and how are the data stripped of identifiers? If not, how is confidentiality maintained? Where will codes or identifiable data be stored?
	     


	Category 5 – This category is exceedingly rare.  Separate justification must be offered.

	5)
Research and demonstration projects which are conducted by or subject to the approval of department or agency heads, and which are designed to study, evaluate, or otherwise examine:

i)
public benefit or service programs;

ii)
procedures for obtaining benefits or services under those programs;

iii) 
possible changes in or alternatives those programs or procedures; or

iv) 
possible changes in methods or levels of payment for benefits or services under those programs.

If

· The research will be conducted pursuant to federal statutory authority

· With no statutory requirement for IRB review

· The research does not involve significant physical invasions or intrusions upon participant privacy interests, and

· The research has the authorization or concurrence of the funding agency.


	Category 6 – (FDA OK)

	6)
Taste and food quality evaluation and consumer acceptance studies,

i) 
if wholesome foods without additives are consumed or 

ii)
if a food is consumed that contains a food ingredient at or below the level found to be safe, by the food and Drug Administrator or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture

	What is the food?  How is it determined to be “wholesome” and if there are additives?
	     

	What level of this food/ingredient has been found to be safe?  How much is to be consumed?
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