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	Question
	Yes
	No
	N/A
	Comments

	I.  Does the activity meet the DHHS/FDA definitions of Human Subjects research?

	I.A.  Is it Research? [45 CFR 46.102(d) at http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm and 21 CFR §50.3(c), 21 CFR §56.103(c), 21 CFR §312.3(b), or 21 CFR §812.3(h)]

	1. Is the activity a systematic investigation, including research development, testing, or evaluation?
	
	
	
	

	2. Is the activity designed to develop or contribute to generalizable knowledge?  
	
	
	
	

	(  If “yes” to questions 1 and 2 above, the activity meets the DHHS definition of research.  Go to Section I.B.

(  If “no” to questions 1 or 2 above, the activity does not meet the DHHS definition of research.  Go to section II. 

	I.B.  Is it Human Subjects research? [45 CFR 46.102(f) at http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm and 21 CFR §50.3(g), 21 CFR §56.103(e), 21 CFR §312.3(b), or 21 CFR §812.3(p)] 

	1. Are the data obtained about living individuals?  
	
	
	
	

	2. Are data collected through interaction or intervention with individuals? (e.g., interviews, surveys, direct contact)?
	
	
	
	

	3. Is identifiable individual private information being obtained (e.g., chart reviews, info. from data or tissue repositories)?
	
	
	
	

	4. Are data or specimens received by the investigator with identifiable private information?
	
	
	
	

	5. Are the data/specimens coded with a link back to the individual?
	
	
	
	

	(  If “yes” to question 1 above AND “yes” to any of the questions from 2-5 in Section I.B., the activity is considered human research.  Go to section V of this form.

(  If “yes” to ONLY question 1 and “no” to all other questions in Section B, or “no” to all questions in Section I.B., the activity does not meet the DHHS definition of human subject research under DHHS regulations.  Go to section II.  Or STOP if a letter of determination is requested by the PI/Sponsor.

	II.  Is the research activity subject to FDA Human Subjects research regulations?

	II. A. Is it a Clinical Investigation?

	1. Does the activity involve the use of a drug, other than the use of a marketed drug in the course of medical practice?
	
	
	
	

	2. Does the activity involve the use of a medical device, other than the use of a marketed device in the course of medical practice?
	
	
	
	

	3. Are the results of the activity to be submitted to the FDA or held for inspection by the FDA?
	
	
	
	

	4. Are tissue specimens being used to test the effectiveness of a medical device and is the information being submitted to the FDA for approval of the device?
	
	
	
	


	Question
	Yes
	No
	N/A
	Comments

	5. Does the activity involve one or more of the following:  FDA regulated articles: food or dietary supplement that bears a nutrient content of a health claim, a food or color additive for human consumption, infant formula, biological or electronic product for human use, or other article subject to the Federal Food, Drug, and Cosmetic Act?
	
	
	
	

	(  If “yes” to any one of questions 1-5, the activity may be subject to FDA regulations.  Go to Section II.B.

(  If “no” to all questions 1-5, the activity does not meet the FDA regulations of HS research.  Go to Section III.

	II.B.  Does it involve Human Subjects?

	1. Are individuals directed by a research protocol rather than by medical practice, when they are or become participants in research [either as recipients of an FDA regulated product (approved or experimental) or as controls]?
	
	
	
	

	2. Do individuals participate in an investigation either as subjects or as controls where an investigational device is used on them or on their specimens?
	
	
	
	

	(  If “yes” to 1 or 2, the activity meets the FDA definition of Human Subject research  which does not qualify for an exemption.  Go to section VI of this form.

	III. Is an exemption prohibited?

	III. A.  Is the activity subject to California State regulations?

	Does the research involve the derivation or use of human embryonic stem cells (including somatic nuclear transplantation), germ cells, or adult human stem cells?  
	
	
	
	

	(  If Yes, this project does not qualify for an exemption due to California Health and Safety Code requirements.  Go to the section VI of this form.  If No, go to III.B.


	III.B.  Are minors involved?
	
	
	
	

	Category 2 does not apply to research involving children unless research involves observations of public behavior and researcher does NOT participate in activities being observed.  Exempt categories may apply to Category 1, 3, 4, 5, 6.  

	III.C.  Are prisoners involved?
	
	
	
	

	(  If Yes, this project does not qualify for an exemption.  Go to section VI of this form.  If No, go to IV.

	IV.  Does the Health Insurance Portability and Accountability Act (HIPAA) apply?  For more information on “Research Involving Private Information or Biological Specimens,” go to: http://grants.nih.gov/grants/policy/hs/PrivateInfoOrBioSpecimensDecisionChart.pdf

	1.  Is the source of information from existing physician/clinic records, lab, pathology, and/or radiology results, biological samples, or hospital/medical records (in and out patient)?

	( If Yes, is the information recorded in the research records anonymously with no linking code?  If yes, then HIPAA does not apply, but institutional policy requires a Waiver of HIPAA Authorization.

	( If No, HIPAA does not apply.  Go to section V.



	V.  Exempt Determinations (The only involvement of human subjects will be in one or more of the following categories:)

	 FORMCHECKBOX 
Category 1  Research in education settings

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.


	 FORMCHECKBOX 
Category 2  Educational tests, surveys, interviews, observation of opublic behavior

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.

	 FORMCHECKBOX 
Category 3  Similar to Category 2: if a public official, anonymity not a requirement

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

	 FORMCHECKBOX 
Category 4  Existing data, documents, records, pathological specimens, etc.

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.  

	 FORMCHECKBOX 
Category 5  “Public benefit” projects sponsored by DHHS

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.  

	 FORMCHECKBOX 
Category 6  Taste and food evaluation or consumer acceptance
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.

	2.  Of the six determinations above, Category _____  most closely matches this study.

	3.   FORMCHECKBOX 
This protocol DOES NOT meet the criteria for Exemption.  Go to the Expedited or Full Board Review Checklist.

	Comments:



	The project meets this organization’s ethical standards governing the conduct of human subjects research (e.g. acceptable risk-benefit relationship, equitable selection, informed consent, protections of privacy, maintenance of confidentiality, and protections for vulnerable population.)

Signed                                                                                             Dated


Institutional Review Board�Exempt Review Checklist
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