This Claim of Exemption packet is to be used by investigators for two purposes.  The first is to determine whether your research protocol involves human subjects.  The second is to determine whether your research involving human subjects is exempt from the federal regulations for the protection of human subjects [HHS regulations 45 CFR 46.101(b) and DOE regulations 10 CFR 745].  The applicable sections of the HHS regulations will be referenced throughout this packet.  The HHS regulations are available in their entirety on the web at http://grants.nih.gov/grants/oprr/humansubjects/45cfr46.htm.

Remember:  Responsibility for making the final decision on research involving “persons” but not “human subjects” and exemption lies with the IRB.  You may not start your project involving humans as subjects until you receive a written letter from Oak Ridge Site-wide IRB confirming that the project either meets the criteria for research involving “persons,” not “human subjects,” or  meets the exemption criteria.  The letter will also outline the IRB policies and your responsibilities.

Research, as defined in 46.102(b) of 45 CFR 46, is a systematic investigation designed to develop and contribute to generalizable knowledge.  Any study in which the data are intended for publication or public presentation, or involve an investigational procedure, drug, device, or an unapproved use of an FDA approved drug or device constitutes research and must be reviewed by the IRB.

Human subject is defined in 46.102(f) of 45 CFR 46.  To determine whether the definition of human subject is met in your research activity, answer the following questions:

1. Is there an intervention or an interaction with a living person that would not be occurring or would be occurring in some other fashion but for this research?  Intervention includes either physical procedures or manipulations of the subject’s environment.  Interaction includes communication or interpersonal contact between the investigator and subject.


 FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No

2. Will identifiable private data/information be obtained for this research in a form associable with the individual?  This means that the identity of the subject is or may readily be ascertained or associated with information.



 FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No
If at any time in this completing this form it becomes clear to you that your human subjects research protocol does not meet the requirements for exemption, STOP and complete the New Protocol Application.
REQUEST FOR EXEMPTION

TO:
Oak Ridge Site-wide




Complete and return this form to
Institutional Review Board
ORSIRB Administrator 


ORAU-MS-44 

Phone:  (865) 576-1725



P.O. Box 117

            Fax: (865) 576-9557




Oak Ridge, TN 37831-0117

	Principal Investigator:
	             FORMDROPDOWN 


	Complete Mailing Address:
	     

	
	     

	
	     

	Telephone/Fax/E-mail:
	                     

	
	

	Co-Principal Investigator:
	           FORMDROPDOWN 


	Complete Mailing Address:
	     

	
	     

	
	     

	Telephone/Fax/e-mail:
	                   

	
	

	Title of Project:
	     

	
	

	Anticipated Sponsor:
	     

	Estimated Annual Funding:
	     

	Estimated Start Date:
	     

	Date Submitted:
	     

	   
	


1.  Study Information:
A. Give a brief (non-technical) summary of the research, including background information and rationale.

     
B. Describe the subject population/ type of data/specimens to be studied.  Note:  Research involving prisoners, fetuses, pregnant women, non-viable neonates, or human in vitro fertilization are not eligible for exemption from IRB review. 

     
C. Describe the source of data/specimens and if these are publicly available. If not publicly available, describe how prior approval will be obtained before accessing this information (attach approval letter if available).

     
D. Does this study involve the collection of existing or archived records, data, or specimens [see 45 CFR 46.101 (b)(4)]? Describe how this data is collected, stored and de-identified (e.g., is the investigator recording the data in such a manner that subjects cannot be identified directly or indirectly through identifying links?).
     
E. Describe the recruitment process, including any advertisements, to be used for this study. 
     


F. For research using survey procedures, interview procedures, observational procedures, and questionnaires (note:  exemption is not allowed in surveys or interviews with children):  
If data are to be recorded by audiotape or videotape, is there potential harm to subjects if the information is revealed or disclosed?       
If the subjects are to be identifiable either by name or through demographic data, is there potential harm to participants if the information is revealed?       
Will collection include sensitive data (e.g., illegal activities or sensitive themes such as sexual orientation, sexual behavior, undesirable work behavior, or other data that may be painful or very embarrassing to reveal, such as death of a family member, memories of physical abuse, etc.?      
G. Is this study affiliated with any other IRB-approved studies?  

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes

If "Yes", please list by IRB#:      
H. Is this proposal associated with a grant or contract? 

 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Yes

If “Yes”, attach copy and list the funding source associated with the grant or contract. 

CATEGORIES OF EXEMPTION

Involvement of human subject research in the following categories may be declared exempt from IRB Review by the IRB.   Only the IRB may determine which activities qualify for an exempt review.  From the six categories presented below, check “Yes” for the categories that you believe describe your proposed research and “No” for all others.  If none of the categories apply, complete an application for expedited or Full Board IRB review or contact the IRB staff for instructions.  

YOU MUST CHECK “YES” OR “NO” FOR ALL OF THE FOLLOWING:

45 CFR 46.101(b)(1):
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
EVALUATION/COMPARISON OF INSTRUCTIONAL STRATEGIES/CURRICULA


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 of or the comparison among instructional techniques, curricula, or classroom management methods.

If "Yes", describe the educational setting in which the research will be conducted and the type of normal educational practices involved. 

     
45 CFR 46.101(b)(2):
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
EDUCATIONAL TESTS, SURVEYS, INTERVIEWS, OR OBSERVATIONS 


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 a 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.


Note:  This exemption is not available for research involving children unless the research is limited to observation of public behavior when the investigators do not participate in the activities being observed. 

45 CFR 46.101(b)(3):

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
PUBLIC OFFICIALS OR CANDIDATES FOR PUBLIC OFFICE

Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior that is not exempt under the previous paragraph if: (i) the human subjects are elected or appointed public officials or candidates for public office; or (ii) Federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.
Describe how subjects may be identified or are at risk, or state the federal statute that allows the confidentiality of the subject to be maintained throughout the research and thereafter. 

     
45 CFR 46.101(b)(4):

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
COLLECTION OR STUDY OF EXISTING DATA 


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:  To qualify for this exemption, the data, documents, records, or specimens must be in existence before the project begins.  Additionally, under this exemption, an investigator (with proper authorization) may inspect identifiable records, but may only record information in a non-identifiable manner.  

45 CFR 46.101(b)(5):

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 
RESEARCH & DEMONSTRATION PROJECTS
Research and demonstration projects which are conducted by or subject to approval of federal Departmental or Agency heads (such as the Secretary of HHS), 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 to those programs or procedures; (iv) possible changes in methods or levels of payment for benefits or services under those programs.

Proof of approval by Department/Agency Head is attached.  FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

Note: This exemption applies to federally funded projects only and is most appropriately invoked with authorization or concurrence from the funding agency.  Additionally, specific criteria must be satisfied to invoke this exemption  Also, this exemption category does not apply if there is a statutory requirement that this project be reviewed by an IRB or if the research involves physical invasion or intrusion upon the privacy of subjects.

45 CFR 46.101(b)(6):

 FORMCHECKBOX 
Yes   FORMCHECKBOX 
 No
FOOD QUALITY EVALUATION & CONSUMER ACCEPTANCE STUDIES

Taste and food quality evaluation and consumer acceptance studies, (i) if wholesome food, without additives are consumed or (ii) if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the FDA or approved by the EPA or the Food Safety and Inspection Service of the U.S. Department of Agriculture.

2. Will Protected Health Information (PHI)1 be accessed  in the course of preparing for this research?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes

If “No”, skip to the Conflict of Interest statement on the next page.

STATEMENT OF AFFIRMATION

If Protected Health Information (PHI)1 is accessed (used) in the course of preparing for this research the following 3 conditions must be met:

1. The use or disclosure of the PHI is sought solely for the purpose of preparing this research protocol.  

2. The PHI will not be removed from the covered entity.  

3. This PHI is necessary for the purpose of this research study.

The above 3 conditions must be met to allow for the access (use) of PHI as “preparatory to 
research.” 

A. Will a de-identified data set be created (all 18 HIPAA identifiers must be 
removed, see list attached)?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes

B. Will a limited data set be created?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes  If "Yes", complete the “Data Use Agreement” below.
The data use agreement below sets forth the terms and conditions in which the Covered Entity will allow the use and disclosure of a limited data set 2 to the Data Recipient (Principal Investigator). The limited data set must have direct identifiers removed, but may include town, city, and/or 5-digit ZIP codes as well as date elements (e.g., dates of birth, admission, discharge, etc.).

DATA USE AGREEMENT


 FORMCHECKBOX 
 NOT APPLICABLE


In addition to the Principal Investigator, identify all individuals who will be requesting authorization to access the limited data set:

	Name of Institution and/or Individual
	Other Data Use Agreement Required?*

	     
	   FORMCHECKBOX 
 Yes            FORMCHECKBOX 
  No

	     
	   FORMCHECKBOX 
 Yes            FORMCHECKBOX 
  No

	     
	   FORMCHECKBOX 
 Yes            FORMCHECKBOX 
  No

	     
	   FORMCHECKBOX 
 Yes            FORMCHECKBOX 
  No

	     
	   FORMCHECKBOX 
 Yes            FORMCHECKBOX 
  No

	     
	   FORMCHECKBOX 
 Yes            FORMCHECKBOX 
  No


As the Principal Investigator of this study I agree:

Not to use or disclose the limited data set for any purpose other than the research project or as required by law.

To use appropriate safeguards to prevent use or disclosure of the limited data set other than as provided for by this Agreement.

To report to the Covered Entity any use or disclosure of the limited data set not provided for by this agreement, of which I become aware, including without limitation, any disclosure of PHI to an unauthorized subcontractor. 

To ensure that any agent, including a subcontractor, to whom I provide the limited data set, agrees to the same restrictions and conditions that applies through this agreement to the Data Recipient with respect to such information.

Not to identify the information contained in the limited data set or contact the individual.

Conflict of Interest Statement

Do you or any other person responsible for the design, conduct, or reporting of the research have an economic interest in, or act as an officer or a director of any outside entity whose financial interests would reasonably appear to be affected by the research?
 

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Investigator Assurance and Compliance Statement

As the PI of this study I agree:

 FORMCHECKBOX 
To accept responsibility for the scientific and ethical conduct of this project;

 FORMCHECKBOX 
  To ensure all investigators and key study personnel have completed the human subjects training program;
 FORMCHECKBOX 
 
To submit for approval any additions, corrections or modifications to the protocol or informed consent document to the IRB prior to the implementation of any changes; and

 FORMCHECKBOX 
 This project will not be started until final approval has been granted from the IRB.

	Principal Investigator (typed):       
	

	Principal Investigator (signature):  
	Date:

	Program Manager (typed):       
	

	Program Manager (signature):
	Date:


1 Protected Health Information (PHI): Protected health information (PHI) is individually identifiable health information that is or has been collected, including information that is collected for research purposes only, and can be linked back to the individual participant. Use or disclosure of such information must follow HIPAA guidelines.  

Individually identifiable health information is defined as any information collected from an individual (including demographics) that is created or received by a health care provider, health plan, employer, and/or health care clearinghouse that relates to the past, present or future physical or mental health or condition of an individual, or the provision of health care to an individual or the past, present or future payment for the provision of health care to an individual and identifies the individual and/or to which there is reasonable basis to believe that the information can be used to identify the individual (45 CFR 160.103).

A covered entity may determine that health information is not individually identifiable (De-identified) health information only if all of the following identifiers of the individual or of relatives, employers, or household members of the individual are removed:
1. Names;

2. Any geographic subdivisions smaller than a State, including street address, city, 
county, precinct, zip code, and their equivalent geocodes, except for the initial 
three digits of a zip code;

3. All elements of dates (except year) for dates directly related to an individual 
(e.g., date of birth, admission);

4. Telephone numbers;

5. Fax numbers;

6. Electronic mail addresses;

7. Social security numbers;

8. Medical record numbers;

9. Health plan beneficiary numbers;

10. Account numbers;

11. Certificate/license numbers;

12. Vehicle identifiers and serial numbers, including license plate numbers;

13. Device identifiers and serial numbers;

14. Web Universal Resource Locators (URLs);

15. Internet Protocol (IP) address numbers;

16. Biometric identifiers, including finger and voiceprints;

17. Full-face photographic images and any comparable images; and

18. Any other unique identifying number, characteristic, or code.

2 Limited data set: The limited data set is protected health information that excludes all above data elements with the exception of elements of dates, geographic information (not as specific as street address), and any other unique identifying element not explicitly excluded in the list above. 
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