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45CFR46.101(b)(1) Educational Research

· Conducted in commonly accepted educational settings  

· Involves normal educational practices

· The goal of the research is to improve aspects of education 

· Appropriate permission

· Students are adults and consent is sought, or

· Signed parental permission, or 

· If curriculum is to be implemented institution-wide, notice to parents/adult students.  Note access to identified academic records requires authorization under FERPA

· Study design is adequate and likely to provide benefits

· Consideration of whether there are risks associated with the procedures and that all risks have been minimized

· Consideration of whether there are any risks associated with school personnel seeing or being involved in collecting the research data.  Should school personnel be excluded?

· If the study will be conducted in k-12 schools and

·  involves sensitive topics, as defined in the Protection of Pupil Rights Amendment (PPRA), parental consent must be obtained and copies of questionnaires must be available to parents

· If students are allowed to decline participation, there are adequate plans for alternate activities that will not impact non-participants’ education and are sensitive to the peer culture of the classroom

· Monitoring of responses and plan for response to any incidental findings are adequate.

· Research is not regulated by the FDA

· Research does not involve prisoners

45CFR46.101(b)(2) Educational Tests, Interviews, Surveys and Public Observation

· The research is limited to: 

· educational tests including cognitive, diagnostic, aptitude and/or achievement, and/or

· survey procedures, and/or

· interview procedures, and/or

· observation of public behavior.

· The information collected: 

· is anonymous, or 

· does not pose a risk of criminal or civil liability or will not be damaging to the participants’ financial standing, employability, or reputation if the information is disclosed  

· Involvement of minors:

· Research does not involve children, or

· Research involves children and the research is limited to public observation and the investigator does not interact with the children, or
· Research involves children and the research is limited to educational tests.

· Consent will be obtained by:

·  Signature or

·  Signature is not necessary.  Note that for anonymous surveys, a tear-off information sheet is usually adequate.

· Consent should still provide standard information including contact information

· Consider whether or not there are questions which could lead to a need for intervention or referral and if so whether appropriate referrals/interventions planned

· Research is not regulated by the FDA

· Research does not involve prisoners

· Research does not involve the psychology subject pool

· If HIPAA applies:

· authorization will be obtained, or 

· waived, or

· information is de-identified to HIPAA standards

45CFR46.101(b)(3) Educational Tests, Interviews, Surveys and Public Observation not Qualifying for Exemption (b)(2) but Involving Public Officials, Candidates for Office, or Statutorily Protected Information 

· The participants are limited to: 

· elected or appointed public officials or candidates for office, or

· there are federal statute(s) which require without exception that the information collected will be maintained confidentially throughout the research and thereafter

· The research is limited to: 

· educational tests including cognitive, diagnostic, aptitude and/or achievement, and/or

· survey procedures, and/or

· interview procedures, and/or

· observation of public behavior

· Data collected relates to the individual’s role as a public official/candidate

· Consent: 

· Written consent will be obtained, or

· Verbal consent will be obtained, or

· Consent is not appropriate (e.g. observations, public behavior, etc)

· Consider whether or not there are questions which could lead to a need for intervention or referral and, if so, whether appropriate referral/interventions are planned

· Research is not regulated by the FDA.

· Research does not involve prisoners.

45CFR46.101(b)(4) Existing Publicly Available or Anonymous Data Sets

· Data is limited to data, documents, records, pathological specimens and/or diagnostic specimens which are currently in existence at the time the research is proposed.

· The data or specimens are either publicly available or the data will be recorded or obtained anonymously

· Research is not regulated by the FDA

· Research does not involve prisoners, was not collected from individuals while they were imprisoned or include individuals known to currently be imprisoned

· If HIPAA applies:

·  Authorization will be obtained, or 

·  Authorization waived, or

·  Information is de-identified to HIPAA standards
45CFR46.101(b)(5) Public Benefit or Service Programs

· Designed to study, evaluate or otherwise examine a public benefit or service program such as:

· The program itself, or

· Procedures for obtaining benefits or services under the program, or

· Changes or alterations to those programs, or

· Changes in methods or levels of payment for benefits or services under the program(s)

· The program to be studied must deliver either:

· A public benefit such as financial or medical benefits under the Social Security Act, or

· A public service such as social, supportive, or nutrition services under the Older Americans Act

· The research or demonstration project must be conducted pursuant to specific federal statutory authority, or if not a federally funded project, pursuant to specific authority of the funding source and the authority concurs with the exemption determination

· There is no statutory requirement for IRB review

· The research does not include any significant physical invasions or intrusions upon the privacy of participants

· The research does not propose to collect data in addition to that which is necessary for the study, evaluation or examination of the public benefit or service program

· Research is not regulated by the FDA

· Research does not involve prisoners

45CFR46.101(b)(6) Taste and Food Quality

· Only wholesome foods without additives are consumed, or

· The food to be consumed includes a food ingredient at or below the level and for a use found to be safe or includes an agricultural chemical or environmental containment at or below the level found to be safe by the Food and Drug Administration, Environmental Protection Agency or the Food Safety and Inspection Service of the US Department of Agriculture

· Research does not involve prisoners
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