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REQUEST FOR EXEMPTION FROM ONGOING IRB REVIEW
for the protection of human subjects in research

	INSTRUCTIONS

	To meet the requirements of US Code of Federal Regulations (45 CFR 46.104) for exemption from ongoing review of your research under 45 CFR 46, the Principal Investigator or other responsible individuals are requested to complete this form including Section I, Exemption Criteria, and Section II, Research Design.  You may attach relevant supporting materials, including research design, surveys or other data collection forms, protocols for subject protections, protocols for data storage and destruction, etc.

A determination by the IRB that your research is exempt requires review of the study design and related protocols similar to an expedited review.  By requesting an exemption, you are requesting that HML IRB issues a determination that your study is exempt from the provisions stated in 45 CFR 46, Subpart A (The Common Rule).  Exempt research does not require ongoing IRB review unless the project no longer meets the exemption criteria.
In the event we determine the study is not exempt, we will proceed to process the submission as a request for expedited review.  In the event the submission is not exempt, nor does it qualify for expedited review, we will contact you before proceeding to a full board review.
Please provide the information requested below to help determine if your research might be exempt. 
Please email these materials to:

D. Michael Anderson, PhD, MPH (IRB Chair) at: dma@hmlirb.com, and 

Penelope Lantz, JD (General Counsel) at: plantz@hmlus.com.



SECTION I:  EXEMPTION CRITERIA
Use this section to determine if your study should be exempted from IRB approval

1.  PLEASE PROVIDE THE FOLLOWING INFORMATION

	Project Title:  

	

	Principal Investigator:
Degree(s), address, email, phone #
	

	Other Key Personnel:

Title, degree(s)  

	

	Primary study site(s): 


	

	Participation of Human Subjects:

From – to dates

	

	Funding Source:  

	

	Purchase Order info:

Please provide

	


2. EXEMPTIONS
	Exemptions from IRB Review   

Check all that apply
	Check (X) here

	#1. Research conducted in educational settings that involves educational practices not likely to adversely affect students' opportunity to learn required content, or educators who provide instruction. This includes research on instructional strategies, on the effectiveness or comparison of instructional techniques, curricula, or classroom management methods.

	

	#2.  Research involving educational tests, survey procedures, interview procedures, or observations of public behavior, if at least one of the following criteria is met:

a.  Data are obtained in a way that identity of the subjects cannot be ascertained, directly or through identifiers linked to the subjects; or
b.  Disclosure of subjects' responses will not place them at risk of criminal or civil liability, or be damaging to their financial standing, employability, education, or reputation; or
c.  Data are obtained in a way that identity of the subjects can be ascertained, directly or through identifiers linked to the subjects, and an IRB conducts a limited review to make the determination that confidentiality is maintained.

	

	
	

	
	

	
	

	#3.  Research involving benign behavioral interventions in conjunction with data collection from consenting adult subjects, if at least one of the following criteria is met:

a.  Data are recorded in a way that identity of the subjects cannot readily be ascertained, directly or through identifiers linked to the subjects; or

b.  Disclosure of subjects' responses will not place them at risk of criminal or civil liability, or be damaging to their financial standing, employability, education, or reputation; or

c.  Data are obtained in a way that identity of the subjects can be ascertained, directly or through identifiers linked to the subjects, and an IRB conducts a limited review to make the determination that confidentiality is maintained.
· Benign behavioral interventions are brief in duration, harmless, painless, not physically invasive, not likely to have a significant adverse lasting impact on subjects, and the investigator has no reason to think subjects will find the interventions offensive or embarrassing.  Examples of benign behavioral interventions include having subjects play an online game, solve puzzles under various noise conditions, or having them decide how to allocate cash between themselves and someone else.
· If the research involves deceiving subjects regarding the nature or purpose of the research, this exemption is not applicable unless subjects authorize the deception through a pre-agreement to participate in research where they are informed that they will be misled regarding the nature or purpose of the research.
	

	
	

	
	

	
	

	#4.  Secondary research uses of identifiable private information or identifiable biospecimens, if at least one of the following criteria is met:
a.  The identifiable private information or biospecimens are publicly available;
b.  Data are recorded in a way that identity of subjects cannot readily be ascertained, directly or through identifiers linked to subjects, investigators do not contact subjects, and investigators will not re-identify subjects; or
c.  The research involves only information collection and analysis involving the investigator's use of identifiable health information when that use is a part of public health or medical surveillance. 
d.  The research is conducted by, or on behalf of, a Federal department or agency using government-generated or government-collected information obtained for non-research activities, if the research generates identifiable private information that is or will be maintained on information technology that is subject to and in compliance with storage and privacy regulations of that department or agency. 

	

	#5.  Research and demonstration projects that are conducted or supported by a Federal department or agency, and are designed to study, evaluate, improve, or examine public benefit or service programs, including procedures for obtaining benefits or services under those programs, possible changes or alternatives to those programs, or possible changes in methods or levels of payment for benefits or services under those programs. These projects include, but are not limited to, internal studies by Federal employees, as well as studies under contracts or consulting arrangements, cooperative agreements, or grants. 
· Exempt projects also include waivers of otherwise mandatory requirements using authorities such as sections 1115 and 1115A of the Social Security Act, as amended.
· Each Federal department or agency conducting or supporting the research and demonstration projects must establish, on a publicly accessible Federal Web site or as the department or agency head may determine, a list of their research and demonstration projects conducted or supported under this provision. The project must be published on this list prior to commencing the research involving human subjects.

	

	#6.  Taste and food quality evaluation and consumer acceptance studies:

a.  If wholesome foods without additives are consumed, or
b.  If a food is consumed that contains an ingredient at or below the level found to be safe, or an 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 USDA.


	

	
	

	
	

	#7.  Storage or maintenance for secondary research where broad consent is required: 
Storage or maintenance of identifiable private information or biospecimens for potential secondary research use if an IRB conducts a limited IRB review and makes the determinations that risks to subjects have been minimized, are reasonable in relation to benefits, that subject selection is equitable, that informed consent is sought, and that monitoring and storage of data is secure.

	

	#8.  Secondary research where broad consent is required.  Research involving the use of identifiable private information or biospecimens for secondary research use, if the following criteria are met:
a.  Consent for the storage, maintenance, and secondary research use of the identifiable private information or identifiable biospecimens is obtained.
b.  Documentation of informed consent or waiver of documentation of consent is obtained.
c.  An IRB conducts a limited review and makes the determination that the research is within the scope of the consent; and the investigator does not include returning individual research results to subjects as part of the study plan. This provision does not prevent an investigator from abiding by any legal requirements to return individual research results.

	


3.  RATIONAL FOR INVESTIGATOR REQUEST

	A. Requested exemption number:

From above
	


	B. Please explain why you are requesting an IRB exemption for this study:

	


SECTION II:  RESEARCH DESIGN
Use this section to supply information in support of your request for exemption from IRB approval
1.  POTENTIAL RISKS TO SUBJECTS
	A.  Type of Risk

Check all that apply
	

	Minimal Risk Only (The probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.)
	

	Some physical risk
	

	Some psychological, social, or legal risk
	

	Substantial physical risk
	

	Substantial psychological, social, legal risk
	


	B.  Description of Risks

Briefly describe any potential risks to subjects
	

	Psychological, social, or legal risks
	

	Physical risks
	


2. STUDY DESCRIPTION
	A.  Summary of Research Design

Briefly describe your study

	


	B.  Importance of Knowledge to be Gained

Briefly describe

	


	C. Type of Study   

Check all that apply
	

	Survey questionnaire
	

	Focus Group Discussion
	

	Key Informant Interview
	

	Subject Interview
	

	Document Review
	

	Observation
	

	Case Study
	

	Biometric Measurement
	

	Other (specify)
	


3.  DATA COLLECTION PROCEDURES

	A.  Data Collection Type

One or both.  Please describe.
	

	Qualitative
	

	Quantitative
	


	B.  Description of Procedures  
Briefly describe data collection

	


	C.  Inclusion of Children

If any subjects are less than 18 years old, please provide ages, and describe special precautions for their security

	


	D.  Inclusion of Women, Minorities, or High Risk
If any subjects are women, members of a minority group, or may be considered high risk, please describe special precautions for their security.

	


	E.  Inclusion of Prisoners, Parolees, or Detainees
If any subjects are in any kind of penal institution, such as a prison, jail, juvenile offender facility, or treatment facility and their ability to leave the institution is restricted or if they have been released from such a situation and are on parole, please describe their specific situations.

	


	F.  Future Contacts with Subjects

Please describe if any future contact is planned
	

	No Future contact planned
	

	Future contact planned
	

	Future contact under consideration
	


4.  ADEQUACY OF PROTECTION AGAINST RISKS
	A.  Anonymity & Confidentiality

Briefly describe procedures for assuring confidentiality or anonymity

	


	B.  Data Safety and Monitoring Plan

Briefly describe procedures for storing and destroying data

	


5.  POTENTIAL BENEFITS TO SUBJECTS
	A.  Information Provided to Study Participants

Please briefly describe
	

	No direct benefit
	

	Social data (e.g., eligibility for service)
	

	Psychological data (e.g., test scores)
	

	Medical or physical data (e.g., serum levels)
	

	Environmental data (e.g., toxicity levels)
	

	Other (please specify):
	


	B.  Services Provided to Study Participants:
Please briefly describe
	

	No direct services provided
	

	Social/economic service
	

	Psychological counseling
	

	Medical or rehabilitation treatment
	

	Environmental cleanup or correction
	

	Other (please specify)
	


6.  INFORMED CONSENT  
If your study is found to NOT be eligible for IRB exemption, informed consent must be obtained and should address at least the following:

· an explanation of the purpose of the study, 
· a notification of the voluntary nature of participation, 

· an explanation of the risks and benefits of the study, 

· a description of privacy and confidentiality for participation, 

· the duration of subject’s involvement, and 

· contact information for subjects with questions or concerns. 
For subjects younger than 18 years, informed consent from parents or guardians must be obtained.

Please attach a copy of each informed consent document.

	A.  Type of Informed Consent 

Check all that apply
	

	Written and signed
	

	Written not signed
	

	Verbal and signed
	

	Verbal not signed
	

	Other
	


	B.  Informed Consent Collection Procedures

Please describe

	


	C.  Copy of Informed Consent Left with Participant (Y/N)?
	


	D.  Investigators’ Contact Info Left with Participant (Y/N)?
	


Additional Comments:  
Health Media Lab IRB

1101 Connecticut Avenue, NW   Suite 450

Washington, DC 20036  USA
+1.202.753.5040    +1 202.549.1982 direct
info@healthmedialab.com   www.HMLIRB.com 

US Department of Health & Human Services, Office for Human Research Protections,
IRB #00001211, FWA #00001102
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