Study Sponsor Click here to enter text.
Sponsor Protocol No. Click here to enter text.
	Funding Source:

	☐ Federal. If federal, which agency? Click here to enter text.

	☐ State. If state, which agency? Click here to enter text.

	☐ Other: (specify) Click here to enter text.



	Principal Investigator (PI) Information: Please provide information about the person legally responsible for the conduct of the research.

	
PI Name: Click here to enter text.

	PI University/Organization: Click here to enter text. 

	PI Mailing Address: (Street, City, State, zip)
Click here to enter text.

	PI Telephone Number:
Click here to enter text.
	PI Fax:
Click here to enter text.
	PI E-mail:
Click here to enter text.



	Other contact Information: Most often, this information is about the study coordinator

	
Study Coordinator or Other contact Name: Click here to enter text.

	Study Coordinator or Other contact University/Organization: Click here to enter text. 

	Study Coordinator or Other contact mailing address: (Street, City, State, zip)
Click here to enter text.

	Telephone Number:
Click here to enter text.
	Fax:
Click here to enter text.
	E-mail:
Click here to enter text.



	Title of research Project:

	
Click here to enter text.
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	Categories of Exemption under 45 CFR 46.101(b)
The categories of exempt research are found at federal regulation 45 CFR 46.101(b). Please review the requirements and answer the questions below that relate to the exemption category most appropriate for your research. In addition, if your research does not involve human subjects, it does not need IRB review.



	Category 1 [45 CFR 46.101(b)(1)]
	☐  NA

	(1) 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.


	1.
	Will this research involve 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, please explain why you believe this research involves normal educational practices:
Click here to enter text.
	*Yes
☒
	No
☐

	2.
	Please also explain why you believe this research will be conducted in an established or commonly accepted educational setting:
Click here to enter text.



	Category 2 and 3 [45 CFR 46.101(b)(2 and 3)]
	☐  NA

	[bookmark: 46.101(b)(2)](2) 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.

	1.
	Place an “X” by the following statements that are true:
☐ The research involves educational tests (cognitive, diagnostic, aptitude, achievement)
☐ The research involves survey procedures*
☐ The research involves interview procedures*
☐ The research involves observation of public behavior*


	2.
	Will this project include children as research subjects?

* If the research does involve children, the exemption for this category is limited to educational tests and observation of public behavior where the investigator(s) will NOT participate in the activities being observed.

	*Yes
☐
	No
☐

	3.
	Will the information obtained be recorded in such a manner that participants CANNOT be identified directly or through identifiers linked to the participants? Please note that if a code is kept that links the information to the subject, then subjects can be identified and the answer is no. 
*If no, please answer the next question under this category (3a).
	Yes
☐
	*No
☐

	3a.
	If the information would be recorded in such a manner that subjects can be identified directly, or through identifiers linked to the subjects, would any disclosure of the participants’ responses outside the research reasonably place them at risk of criminal or civil liability or be damaging to their financial standing, employability or reputation?
*If yes, the research is not exempt.
	*Yes
☐
	No
☐



	1.
	Even if research is not exempt under section b(2) above, it may still be exempt under the following category:
(3) Research involving the use of educational test (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under paragraph (b)(2) of this section, if: (i) the human subjects are elected or appointed public officials or candidates for public office; or (ii) federal statue(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

Are all subjects of the research either elected or appointed public officials or candidates for public office?
*If yes, and it involves the conditions under b(2) above, the research can be exempt.
	*Yes
☐
	No
☐

	2.
	Does a federal statue require without exception that the confidentiality of personally identifiable information be maintained throughout the research and thereafter?
*If yes, please provide a citation to the federal statute.
Click here to enter text.
*If yes, and it involves the conditions under b(2) above, the research can be exempt.
	*Yes
☐
	No
☒





	Category 4 [45 CFR 46.101(b)(4)]
	☐  NA

	(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.

	1.
	Does the research involve the use of data, documents, records, pathological specimens, or diagnostic specimens that are currently existing? (this means that no information is being prospectively collected, and all the information is already in existence as of this time)
*If yes, all of the data was collected prior to: (enter date) Click here to enter a date.
	*Yes
☐
	No
☐

	2.
	Are these documents or specimens publicly available?
	Yes
☐
	No
☐

	3.
	Will the investigator record any information in a manner such that subjects can be identified either directly or through identifiers linked to the subjects? Please note that if a code is kept that links the information to the subject, then subjects can be identified and the answer is yes, and the research will not qualify for this exemption.
	Yes
☐
	No
☐



	Please note that even if your research using information or biological specimens does not qualify for exemption b(4), it may still qualify as research not involving human subjects based on the OHRP guidance entitled “Guidance on Research Involving Coded Private Information or Biological Specimens, “ available at http://www.hhs.gov/ohrp/policy/cdebiol.html


	1.
	Does the project involve obtaining biological samples from living individuals?
*If yes, the research does not qualify for this exemption.
	*Yes
☐
	No
☐

	2.
	Were the information or samples collected specifically for this project or were they collected for another purpose?
☐  *They were collected for this project.
☐    They were collected for another purpose.
*If they were collected for this project, the research does not qualify for this exemption.

	3.
	Will the investigator be able to discover the identity of the individual?
	Yes
☐
	No
☐

	4. 
	Will the information or samples include any codes with links to the identity of the individuals?

*If yes, place an “X” by the following statements that are true (at least one must be selected):

☐The key to decipher the code will be destroyed before the research begins.
☐There is a written agreement between the investigator and the holder of the key that prohibits the release of the key to the investigators under any circumstances, until the individuals are deceased.
☐There are IRB-approved written policies and operating procedures for a repository or data management center that prohibit the release of the key to the investigators under any circumstances, until the individuals are deceased;
☐There are other legal requirements prohibiting the release of the key to the investigators, until the individuals are deceased.
☐Other (specify): Click here to enter text.
	Yes
☐
	No
☐



	Category 5 [45 CFR 46.101(b)(5]
	☐  NA

	[bookmark: 46.101(b)(5)](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 to those programs or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs.

	1.
	Is this research being conducted by a federal Department or Agency head?
	*Yes
☐
	No
☐

	2.
	Has the research been approved by a federal Department or Agency head?
*If yes, please provide documentation of approval.
	Yes
☐
	*No
☐

	3.
	Please place an “X” by the following statements that are true:
This project is designed to study, evaluate or otherwise examine a federal public benefit or service program.
☐This project is designed to study, evaluate, or otherwise examine procedures for obtaining benefits or services under a federal public benefit program.
☐This project is designed to study, evaluate or otherwise examine possible changes in or alternatives to a federal public benefit or service program or procedures used by the program.
☐This project is designed to study, evaluate or otherwise examine possible changes in methods or levels of payment for benefits or services under a federal public benefit or service program.

	4.
	The program being studied must deliver a public benefit program or service. Please describe the program or service being studied. 
Click here to enter text.

	5.
	Is there a statutory requirement for IRB review of research on this benefit program? 
*If yes, then this research is not exempt.
	*Yes
☐
	No
☐

	6.
	Please cite the specific federal statutory authority for this project.
Click here to enter text.

	
	

	Category 6 [45 CFR 46.101(b)(6)]
	☐  NA

	(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 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 Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.

	1.
	Does this research involve a taste and food quality evaluation and/or consumer acceptance studies? 
	Yes
☐
	No
☐

	2.
	Please place an “X” by the following statements that are true:
☐Only wholesome foods without additives will be consumed.
☐The food consumed will contain a food ingredient that is at or below the level found to be safe and is for a use found to be safe.
☐A food will be consumed that contains an agricultural chemical or environmental contaminant that is at or below the level found to be safe by the Food and Drug Administration.
☐A food will be consumed that contains an agricultural chemical or environmental contaminant that is at or below the level approved by the Environmental Protection Agency.
☐A food will be consumed that contains an agricultural chemical or environmental contaminant that is at or below the level approved by the Food Safety and Inspection Service of the Department of Agriculture.



	Who completed this form?

	☐ PI
	☐ Project Coordinator
	☐ Other (specify below)

	Name of Person Completing this form (if “Other” is checked):
Click here to enter text.

University/Organization:
Click here to enter text.

E-mail address: Click here to enter text.

Phone number: Click here to enter text.

Fax number: Click here to enter text.

Date form submitted to IRB: Click here to enter a date.




	PI Acknowledgement

	I confirm that this project does not involve research on an FDA regulated product such as a drug or device. The VDSS IRB does not provide exemption determinations for investigations of products regulated by the FDA except for taste and food quality evaluation and/or consumer acceptance studies (Category 6 above).

☐I confirm this is not an FDA regulated project.

	Please confirm that the data generated in this research will not be submitted to The Food and Drug Administration (FDA) for marketing approval and is not intended to be later submitted to, or held for inspection by the FDA as part of an application for a research or marketing permit.

☐I confirm

	Please confirm that you do not intend to include prisoners in this research. If prisoners will be included, the research is not exempt under federal regulations 45 CFR 46.101(b).

☐I confirm

	By submitting this form, I am confirming that I am the Principal Investigator (PI). The information within this form is accurate and complete with the PIs full awareness of the information submitted.

☐I confirm



	

	PI Signature and Date



	Required Attachments


Please submit the following additional documentation with your application
1. Final signed protocol
2. PI curriculum vita or NIH biographical sketch
3. A copy of the complete grant or contract
4. A detailed explanation of the previous review(s) by other IRB(s)
5. IRB Approval letter,  if applicable
6. Other documents as noted for exemption category


	VDSS IRB Contact Information


If you are submitting electronic copies of this form, along with copies of the project protocol and other supporting documents, please send to:  irb@dss.virginia.gov. 
If you are submitting paper copies of this form with supporting documentation, please mail to: 
Virginia Department of Social Services
ATTN IRB Administrator 
Research & Planning Division
801 East Main Street, 15th Floor 
Richmond, VA  23219-2901.
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