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Learning Objectives

1.Identify when a study may meet criteria for exemption.

2.Discuss special considerations with exempt research.

3.Discuss “Limited Review” and its applicability. 
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What is Exempt Research?
Common Rule (Department of Health and Human Services (HHS) regulations) at 45 CFR 
46.104, describes 8 categories of research that can be exempt.

What is means in practice:
• Minimal risk research that also fall into one or more categories described in the regulations 

can receive an exemption determination, 
• IRB does not have to review research for approval criteria, it only determines that the study 

meets the criteria for exemption and that institutional requirements are met e.g., training,
• There is no requirement for continuing review, 
• There is no requirement for IRB review of changes (except relatively rare instances),

https://www.ecfr.gov/on/2018-07-19/title-45/subtitle-A/subchapter-A/part-46/subpart-A/section-46.104
https://www.ecfr.gov/on/2018-07-19/title-45/subtitle-A/subchapter-A/part-46/subpart-A/section-46.104


General Considerations 
• Exempt research still needs to follow other applicable regulations e.g., HIPAA;
• Researchers must follow Yale HRPP policies and procedures and the policies 

and procedures of the research site e.g., be compliant with training 
requirements, or recruitment;

• Research must comply with ethical principles – Respect of Others, Justice, 
Beneficence (Belmont Report);

• While consent requirements do not apply, when appropriate, a version of 
consent may need to be used e.g., a script informing participants about the 
study, its purpose, description of study procedures, a statement that 
participation is voluntary, the name and contact information for the 
investigator; 

• Yale IRB/HRPP will make determination whether a study meets exemption 
criteria – the decision cannot be made by the investigator;



Exempt Research Categories



Exempt Research Category 1: Normal educational practices in 
established educational settings

(1) Research, conducted in established or commonly accepted 
educational settings, that specifically involves normal educational 
practices that are not likely to adversely impact students’ 
opportunity to learn required educational content or the assessment of 
educators who provide instruction. 

-This includes most research on regular and special education 
instructional strategies, and research on the effectiveness of or the 
comparison among instructional techniques, curricula, or 
classroom management methods.



Exempt Category 1: What to Consider

• Does the project require a student to deviate from curriculum that is 
aligned with national or state achievement indicators?

• Does participation or refusal factor in any way into the assessment of 
educators (will those who participate be assessed more favorably)?

• Will the anticipated research outcomes potentially factor into instructor’s 
assessment of students?

• Permission from the school or organization may be required.
• Does Federal Family Educational Rights and Privacy Act (FERPA) or 

Protection of Pupil Rights Amendment (PPRA) apply?



FERPA
• The Family Educational Rights and Privacy Act (FERPA) is a federal law that protects the privacy of student 

education records at educational entities that receive funds from the Department of Education. 

• FERPA gives parents certain rights with respect to their children's education records. These rights transfer to the 
student when he or she reaches the age of 18 or attends a school beyond the high school level (‘eligible students’). 

• In general, schools must have written permission from the parent or eligible student to release any information from 
a student’s education record (there are limited exceptions).

Education records include:
• Exams
• Graded papers
• Transcripts
• Class rosters
• Notes from a conversation with a student
• Emails containing information about a student

Education records do not include:
• Chats/conversations in online forums (e.g., 

Canvas chats)



PPRA Overview
• Protection of Pupil Rights Amendment (PPRA) affords parents of elementary and secondary students certain rights regarding the 

conduct of surveys, collection and use of information for marketing purposes, and certain physical exams. PPRA applies to the 
programs and activities of a state educational agency, local educational agency, and any other recipient of Department of 
Education funds. These rights transfer from parents to students when they reach the age of 18 or if they become an emancipated 
minor. 

• Per PPRA law, no student can be required to submit without prior consent to a survey that concerns one or more of the 
following protected areas: 

1. Political affiliations or beliefs of the student or the student’s parent;

2. Mental and psychological problems of the student or his or her family;

3. Sex behavior and attitudes;

4. Illegal, anti-social, self-incriminating, and demeaning behavior;

5. Critical appraisals of other individuals with whom the student has close family relationships;

6. Legally recognized privileged relationships, such as those of lawyers, physicians, and ministers;

7. Religious practices, affiliations, or beliefs of the student or student’s parent; or

8. Income, other than that required by law to determine eligibility for participation in a program or for receiving financial 

assistance under a program.



PPRA Overview & Research/IRB Considerations for PPRA 
Activities

• Additionally, under PPRA, parents have the right to receive notice and an opportunity to opt a student out of: 
1. Any survey that concerns any of the discussed protected areas, regardless of funding;
2. Any non-emergency, invasive physical exam or screening required as a condition of attendance, administered by the school 

or its agent, that is not necessary to protect the health and safety of a student;
3. Activities involving collection, disclosure, or use of personal information collected from students for marketing or to sell or 

otherwise distribute the information to others. 

• Parents also have the right to inspect upon request and before administration or use: 
1. Surveys that concern any of the protected areas and surveys created by third parties;
2. Instruments used to collect personal information from students for any of the above marketing, sales, or other distribution 

purposes;
3. Any instructional material used as part of the educational curriculum for the student; and
4. Instructional material, including teachers’ manuals, films, tapes, or other supplementary instructional material, which 

will be used in conjunction with any research or experimentation program or project.



Exempt Category 1: Examples

• Evaluating the effectiveness of different teaching methods within a standard 
curriculum 

• Comparing student outcomes between two commonly used textbooks in a classroom 
setting

• Assessing student attitudes towards a new online learning platform in a typical 
educational setting

• Research on the impact of different classroom management techniques on student 
engagement



Examples of studies NOT Eligible for Exempt Category 1

A researcher randomizes classrooms to regular instruction in geography vs. 
instruction with frequent breaks (five out of every 15 minutes of a class 
devoted to stretching exercises). The teacher will compare test results 
between the classes.

Educational setting? (Yes)
Normal educational practice? (Yes)
Not adversely impact learning required 

content? (No)



Examples of studies NOT Eligible for Exempt Category 1

A researcher is interested in test-taking anxiety and how high school 
student and teacher behaviors may exacerbate or reduce student anxiety. 
The research proposes to survey learners about their opinions on test 
anxiety and strategies used during tests to avoid or quell anxiety.

Educational setting? (Yes)
Normal educational practice? (No)
Not adversely impact learning required 

content? (Yes)



Exempt Research Category 2: Educational tests, surveys, 
interviews, or observation of public behavior

(2) Research that only includes interactions involving educational tests (cognitive, diagnostic, 
aptitude, achievement), survey procedures, interview procedures, or observation of public 
behavior (including visual or auditory recording) if at least one of the following criteria is met:

(i) The information obtained is recorded by the investigator in such a manner that the 
identity of the human subjects cannot readily be ascertained, directly or through identifiers 
linked to the subjects;

(ii) Any disclosure of the human subjects’ responses outside the research would not 
reasonably place the subjects at risk of criminal or civil liability or be damaging to the 
subjects’ financial standing, employability, educational advancement, or reputation; or

(iii) The information obtained is recorded by the investigator in such a manner that the 
identity of the human subjects can readily be ascertained, directly or through identifiers 
linked to the subjects, and an IRB conducts a limited IRB review to make the determination 
required by 45 CFR 46.111(a)(7).

https://www.ecfr.gov/on/2018-07-19/title-45/subtitle-A/subchapter-A/part-46/subpart-A/section-46.111#p-46.111(a)(7)


Limited IRB Review

Limited Review – review of the study for 1 approval criterion:

When appropriate, there are adequate provisions to protect the 
privacy of subjects AND to maintain the confidentiality of data. 

• Limited IRB review may be done via the expedited review mechanism 
by the Chairperson or an experienced IRB member designated by the 
Chair



Exempt Research Category 2: Educational tests, surveys, 
interviews, or observation of public behavior

(2) Research that only includes interactions involving educational tests (cognitive, diagnostic, 
aptitude, achievement), survey procedures, interview procedures, or observation of public 
behavior (including visual or auditory recording) if at least one of the following criteria is met:

(i) The information obtained is recorded by the investigator in such a manner that the 
identity of the human subjects cannot readily be ascertained, directly or through identifiers 
linked to the subjects;

(ii) Any disclosure of the human subjects’ responses outside the research would not 
reasonably place the subjects at risk of criminal or civil liability or be damaging to the 
subjects’ financial standing, employability, educational advancement, or reputation; or

(iii) The information obtained is recorded by the investigator in such a manner that the 
identity of the human subjects can readily be ascertained, directly or through identifiers 
linked to the subjects, and an IRB conducts a limited IRB review to make the determination 
required by 45 CFR 46.111(a)(7).

Anonymous Data Collection

OR
Nonsensitive topic

OR
IRB determines that there are 
adequate confidentiality and 

privacy safeguards 

https://www.ecfr.gov/on/2018-07-19/title-45/subtitle-A/subchapter-A/part-46/subpart-A/section-46.111#p-46.111(a)(7)


Exempt Category 2: What to Consider

What populations are involved in the research? 
Are children, prisoners, or any other vulnerable populations included as a study population in 

the research?
• Research involving prisoners cannot be exempt.
• Research involving interventions or interactions with children cannot be exempt 

(However, studies in which the researcher is only observing children in a public setting 
may qualify for exempt category 2).

Are you collecting sensitive information that could place participants at risk of criminal or 
civil liability or be damaging to their financial standing, employability, educational 
advancement, or reputation?

• If  so – information must be collected anonymously OR limited IRB review will be required 
(one approval criterion)



Exempt Category 2: Examples

• Conducting brief interviews/focus groups with adults about their 
opinions on a public project;

• Collecting data through surveys of adults about general lifestyle 
habits, as long as the research poses minimal risk;

• Using recordings from security cameras in a public park to train an AI 
model on recognizing safe human interactions;



Examples of studies NOT Eligible for Exempt Category 2

A researcher proposes to interview adult clients of a weight loss clinic 
about their weight management habits. Participants will wear a Fitbit or a 
smart watch for a day to compare their reported activity levels against the 
data recorded by the tools. 

Are all activities interactions covered by 
Exemption 2? (No)

  Since the study involves collection of 
data via means not covered by the 
exemption category 2,  exemption does 
not apply.



Exempt Research Categories: Category 3

(3) Research involving benign behavioral interventions in conjunction with the collection of 
information from an adult subject through verbal or written responses or audiovisual recording if the 
subject prospectively agrees to the intervention and information collection and at least one of the 
following criteria is met:

(A) The information obtained is recorded by the investigator in such a manner that the identity of 
the human subjects cannot readily be ascertained, directly or through identifiers linked to the 
subjects;

(B) Any disclosure of the human subjects’ responses outside the research would not reasonably 
place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial 
standing, employability, educational advancement, or reputation; or

(C) The information obtained is recorded by the investigator in such a manner that the identity of 
the human subjects can readily be ascertained, directly or through identifiers linked to the 
subjects, and an IRB conducts a limited IRB review to make the determination required by 45 
CFR 46.111(a)(7).

https://www.ecfr.gov/on/2018-07-19/title-45/subtitle-A/subchapter-A/part-46/subpart-A/section-46.111#p-46.111(a)(7)
https://www.ecfr.gov/on/2018-07-19/title-45/subtitle-A/subchapter-A/part-46/subpart-A/section-46.111#p-46.111(a)(7)


Exempt Category 3: What to Consider
Does the study involve any biomedical or social behavioral interventions? If so, how invasive or involved 

are the interventions and what is the time commitment involved for participants?
Benign behavioral intervention:
 Brief in duration (few minutes to a few hours; while it does not have to occur in a single session, the entire time for 

the intervention should occur on a single day and not exceed a few hours in its entirety; data collection can last 
longer),

 Harmless, painless, not physically invasive, no long adverse impact, AND
 Researcher has no reason to think the subjects will find the interventions offensive or embarrassing

How are the means of collecting data?
Even very low risk physical procedures such as the application of sensors to the body (e.g. blood pressure 
monitoring, wearable activity trackers), minimally invasive procedures (e.g. blood drawing), and the collection of 
bodily fluids via introduction of a tool or sensor into the body (e.g., buccal swab) would not be consistent with the 
language of this exemption. Data entry by a device (e.g., a Fitbit) would not meet this exemption.

 Is there deception involved in the research?
Research involving deception of participants can only be exempt if participants are prospectively informed that 
they will be deceived. 

This category does not apply to research with children



Exempt Category 3: Examples
• Graduate business students are asked to participate in research examining the influence of 

surfing a social media site on measures of self-control.  Students are randomly assigned to 
browse a popular social networking site or a popular news site and then, as a measure of self-
control and persistence, are timed in their efforts to solve a complex word puzzle (for which 
there was no solution). No identifiable information is recorded.

• Adult learners agree to be videotaped while reading a passage from a standard text while alone 
in a quiet room.  Ratings of vocal inflection and tone are assessed as predictors of 
comprehension and compared with the results of a written test of the subject’s ability to 
understand the same reading material. The procedures take 90-120 minutes.

• To study the influence of restaurant gratuity policies on overall satisfaction, customers calling 
for reservations are asked to take part in a research study involving the completion of an 
anonymous survey following their meal.  Those who agree are randomly assigned to either a 
suggested service charge group or a group where there are no suggested gratuity amounts 
identified. Individuals are informed about a survey but not about the subject of the survey or 
assignment to one of these groups.  All are told that certain aspects of the research will only 
be revealed to them at the conclusion of their involvement.



Examples of studies NOT Eligible for Exempt Category 3

• Adult subjects are asked to be interviewed after watching a 30-minute 
video about clinical trials to determine if it influences their feelings about 
clinical research. In reality, however, the researcher is recording the 
participants to study their behaviors as he lowers the temperature 
throughout the video. Responses will be recorded with identifiers.

Do participants agree to the deception? 
(No)

  Since the study involves deception and 
the participants have not agreed to it,  
exemption does not apply.



Examples of studies NOT Eligible for Exempt Category 3

• Adults are asked to watch clips of news about current international 
affairs interspersed with funny videos of animals while wearing a blood 
pressure monitor.  The investigators are interested in studying immediate 
impact of watching positive vs. negative news/stories on blood pressure.

Are all activities interactions covered by 
Exemption 3? (No)

  Since the study involves collection of 
data via means not covered by the 
exemption category 3,  exemption does 
not apply.



Exempt Research Categories: Category 4

(4) Secondary research for which consent is not required: Secondary research uses of identifiable private 
information or identifiable biospecimens, if at least one of the following criteria is met:

(i) The identifiable private information or biospecimens are publicly available; 

(ii) Information, which may include information about biospecimens, is recorded by the investigator in such 
a manner that the identity of the human subjects cannot readily be ascertained directly or through 
identifiers linked to the subjects, the investigator does not contact the subjects, and the investigator will 
not re-identify subjects;

(iii) The research involves only information collection and analysis involving the investigator’s use of 
identifiable health information when that use is regulated under 45 CFR parts 160 and 164, subparts A and 
E, for the purposes of "health care operations“, "research“, or "public health activities and purposes”; or

(iv) The research is conducted by, or on behalf of, a Federal department or agency using government-
generated or collected information obtained for nonresearch activities.

https://www.ecfr.gov/on/2018-07-19/title-45/subtitle-A/subchapter-C/part-160?toc=1
https://www.ecfr.gov/on/2018-07-19/title-45/subtitle-A/subchapter-C/part-164?toc=1


Publicly Available Data
The general public can obtain the data/biological specimens and they are 
available to anyone regardless of occupation, purpose, or affiliation:

• Audio archives in a public library;
• Government or other institutional records where public access is provided 

on request;
• Information/biospecimens from a commercial entity available to anyone on 

request for a fee;
• Online data repositories if the only requirement for obtaining the 

information is paying a user fee, registering, or signing in as a visitor.  If access 
to the data is “limited” or “restricted” (e.g., requiring Data Use Agreement) 
then the data set is likely not “publicly available”;



HIPAA Category – How PHI can be used for research

• To use and/or disclose PHI for research:
• Participant’s Authorization, 
• A waiver of HIPAA authorization,
• Research on decedent’s information,
• Activities preparatory to research, Use: the use of PHI means communicating, 

utilizing examining, or analyzing that 
information within the covered entity.

Disclosure:  Disclosure means the release, 
transfer, provision of access to, or divulging 
in any manner of information outside the 
entity holding the information. 



Waiver of HIPAA Authorization

• The use or disclosure of protected health information involves no more than a minimal risk 
to the privacy of individuals, based on, at least, the presence of the following elements:
an adequate plan to protect the identifiers from improper use and disclosure; 
an adequate plan to destroy the identifiers at the earliest opportunity consistent with 

conduct of the research, unless there is a health or research justification for retaining the 
identifiers or such retention is otherwise required by law; and 
adequate written assurances that the protected health information will not be 

reused or disclosed to any other person or entity, except as required by law, for 
authorized oversight of the research project, or for other research for which the use or 
disclosure of protected health information would be permitted by this subpart; 

• The research could not practicably be conducted without the waiver or alteration; and 
• The research could not practicably be conducted without access to and use of the 

protected health information.



Minimum Necessary Rule

• Collect only minimum necessary datapoints to achieve research goals.

• If names, MRN, and date of birth of patients are included in data collected 
for research, then the IRB (in its role as the Privacy Board) will question 
it. 

• If there is rationale for why multiple direct identifiers are needed, it 
should be included in the request. 



Exempt Category 4: What to Consider

What type of data are being collected and/or accessed?
Are the data being accessed de-identified? If so, the project may qualify for a Not Human 

Subjects Research determination in lieu of an exempt category 4 or expedited category 5 
determination. 

Are the data being collected/accessed publicly available or are you  being given that data by 
another institution/organization/individual? Are you required to sign a Data Use Agreement or 
other assurance document to access the data? 

 If you are performing research that falls under 4 (iii), are all members of the research staff 
from a HIPAA covered entity?



Exempt Category 4: Examples
• Analysis of data from publicly available sources such as the US Census Bureau for 

demographic data, the World Bank for global development data, Data.gov for open 
access to government data, Google Dataset Search for aggregated data from external 
sources, Pew Research Center for social science research data, and the EU Open Data 
Portal for datasets from European Union institutions across various topics.

• Secondary analysis of publicly available biospecimens from biorepository.

• Research involving pathology archives when identifiers have been removed.

• Chart review conducted by School of Medicine investigators. Identifiers will be 
recorded and the investigator requests a waiver of HIPAA authorization.
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Exempt Research Categories: Category 5

(5) Research and demonstration projects that are 
conducted or supported by a Federal department or 
agency, or otherwise subject to the approval of 
department or agency heads and that are designed to 
study, evaluate, improve, or otherwise examine public 
benefit or service programs, including procedures for 
obtaining benefits or services under those programs, 
possible changes in or alternatives to those programs 
or procedures, or possible changes in methods or 
levels of payment for benefits or services under those 
programs. 
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Exempt Category 5: What to Consider

• The research must be conducted or supported 
by a federal department or agency and fall under 
their specific statutory authority to conduct such 
research.

• The study design should not involve significant 
invasions of participant privacy.

• The federal agency conducting the research 
must publicly list the project on their website 
before initiating the study.
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Exempt Category 5: Examples

• Conducting research on behalf of the 
Department of Transportation evaluating 
utilization of and satisfaction rates for transit 
benefits provided to federal employees.

• Conducting research with the Department of 
Energy evaluating impact of green energy tax 
incentives on household adoption of green 
technologies.
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Exempt Research Categories: Category 6

(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.
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Exempt Category 6: What to Consider

• Only research involving "wholesome foods" without added 
additives or chemicals exceeding safe levels can be 
considered exempt under category 6.

• The food used in the study must be deemed safe by the 
Food and Drug Administration (FDA), Environmental 
Protection Agency (EPA), or the U.S. Department of 
Agriculture (USDA).

• The research should not involve any procedures that could 
potentially harm participants, even with the consumption 
of the food being evaluated.

• The primary goal of the research should be to assess 
consumer perception and acceptance of the food product, 
not to study the physiological effects of the food



• Taste-testing different varieties of fruits to determine 
consumer preference, where all fruits are naturally grown 
without added chemicals.

• Evaluating consumer acceptance of various cuts of beef 
from cattle fed different diets.

• A study where participants taste-test different brands of 
yogurt to assess their preferred flavor and texture.

• A survey asking consumers to rate the taste and quality of 
a new type of bread compared to a standard option.

38

Exempt Category 6: Examples
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Exempt Research Categories: Categories 
7 & 8

(7) Storage or maintenance for secondary research for which 
broad consent is required: Storage or maintenance of 
identifiable private information or identifiable biospecimens 
for potential secondary research use if an IRB conducts a 
limited IRB review and makes the determinations required 
by 45 CFR 46.111(a)(8).

(8) Secondary research for which broad consent is required.

Yale has not adopted broad consent and so does not use 
categories 7 & 8. 

https://www.ecfr.gov/on/2018-07-19/title-45/subtitle-A/subchapter-A/part-46/subpart-A/section-46.111#p-46.111(a)(8)


Human Research Protection Program 40   

HHS Decision Chart 02: 
Is the Research Involving 
Human Subjects Eligible 
for Exemption Under 45 
CFR 46.104(d)?

https://www.hhs.gov/ohrp/regulations-and-policy/decision-charts-2018/index.html#c2


Submission Process
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Before you submit
• Can you serve as the PI? 

• May need Faculty Advisor or Special Permission to 
Serve as the PI

• What training do you and your team need? 
• Human Subject Protection training for all, HIPAA

• Do all Yale investigators have COI disclosures on file?
• YNHHS investigator must submit COI disclosure form 

with the research proposals to the IRB

• Do you have all the necessary documents?
• Request for exemption form, consent script, surveys, 

questionnaires, etc. 

42



Submission in IRES IRB
• Create a study record in IRES IRB: answer the questions 

in the study screens, upload all study documents in the 
correct locations (in WORD)

• If you cannot log in, contact irb.support@yale.edu.

• Have the Faculty Advisor sign the Faculty Advisor 
Agreement form (IRES IRB Library) and upload it as a 
Supporting Document

• Submit for Review

43



Human Research Protection Program

Modifications to Exempt Research



Modifications to Exempt Research

Modifications to exempt research should be rare – they are needed only in specific situations where 
the change may impact the exemption status of the study:

  Adding minors to an exempt category 2 survey study; 
Adding interactions with participants to secondary data research (exemption category 4 );
Adding physically invasive interventions to exempt category 3 benign behavioral research 

study such as such as collection of pathological specimen, activity trackers, MRIs/fMRIs in 
healthy subjects;

Adding risky interventions, observations of illegal behavior or very sensitive data 
collection/questions when identifiers are collected but IRB has not yet conducted limited 
IRB review;

 The HRPP/IRB will inform you whether the 
proposed changes preclude the exemption 
determination and a submission for IRB review 
may be required



Learning Exercises
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Human Research Protection Program

Learning Exercises – Let’s Test our Knowledge!

47

Case study #1: A high school teacher wants to develop and test a science curriculum 
that meets state standards, but is presented in an innovative manner, such as using 
YouTube videos, to explain concepts. Does this research meet the criteria for exempt 
category 1?

Yes! The study involves normal educational practices (specifically, innovative instructional methods) that 
do not adversely impact student learning and does not test a new, unapproved educational curriculum. 

Case study #2: A researcher wants to conduct a focus group with children regarding 
their snacking habits. Does this research meet the criteria for exempt category 2?

No. Research procedures with minors can only be limited to observation without interaction under exempt 
category 2.



Human Research Protection Program

Learning Exercises

48

Case study #3: A researcher wants to conduct an online survey regarding risky sexual 
behavior. Responses cannot be linked to participants. Does this research meet the 
criteria for exempt category 2?

Yes! Even though the topic is sensitive, data are collected anonymously. 

Case study #4: A research study collects data via an activity tracker (Fitbit) and eye 
trackers. Participants prospectively agree to study participation. Does this research 
study qualify for exempt category 3?

No. Data cannot be collected via physical procedures under exempt Category 3, only through behavioral 
interventions.



Human Research Protection Program

Learning Exercises

49

Case study #5: A researcher will be reviewing and analyzing protected health 
information collected from patients’ electronic medical records and a data repository 
maintained by the Society of Thoracic Surgeons to design and validate a novel, 
interactive tool to predict clinical outcomes in cardiac patients, using machine learning 
(ML) methods and artificial intelligence (AI). Participants will not be 
contacted/consented. Does this project qualify for any exemption categories, and if so, 
which one(s)?

Yes! The research meets the criteria for exempt category 4 (secondary research for which consent is not 
required). Please note that although a waiver of consent process does not need to be granted for this study, 
a waiver of HIPAA authorization must be granted for access to and use of protected health information. 



Human Research Protection Program

Self-Study and Additional Resources

For more information, please review the following resources:

• Yale HRPP Policy & Standard Operating Procedure Manual (Section 5)

• Yale HRPP Investigator Manual* (*includes NEW elaborated sections on nuances of 
exempt research! [Section 5.1 and Appendix F])

• 45 CFR 46 (Protection of Human Subjects)

• 45 CFR 46.104 (Exempt research)

• 45 CFR 46.109 (IRB review of research)

• 45 CFR 46.111 (Criteria for IRB approval of research)

• 45 CFR parts 160 (General Administrative Requirements) and 164 (Security and Privacy)

• Revised Common Rule Q&As - HHS Guidance

• HHS Decision Chart 02: Is the Research Involving Human Subjects Eligible for Exemption Under 45 CFR 
46.104(d)?

• 21 CFR 56 (Institutional Review Boards)
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https://your.yale.edu/research-support/human-research-protection-program/policies-procedures-guidance-and-related-2
https://your.yale.edu/research-support/human-research-protection-program/policies-procedures-guidance-and-related-2
https://your.yale.edu/research-support/human-research-protection-program/policies-procedures-guidance-and-related-3
https://your.yale.edu/research-support/human-research-protection-program/policies-procedures-guidance-and-related-2
https://www.ecfr.gov/on/2018-07-19/title-45/subtitle-A/subchapter-A/part-46/subpart-A/section-46.104
https://www.ecfr.gov/current/title-45/subtitle-A/subchapter-A/part-46/subpart-A/section-46.109
https://www.ecfr.gov/on/2018-07-19/title-45/subtitle-A/subchapter-A/part-46/subpart-A/section-46.111
https://www.ecfr.gov/on/2018-07-19/title-45/subtitle-A/subchapter-C/part-160?toc=1
https://www.ecfr.gov/on/2018-07-19/title-45/subtitle-A/subchapter-C/part-164?toc=1
https://www.hhs.gov/ohrp/education-and-outreach/revised-common-rule/revised-common-rule-q-and-a/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/decision-charts-2018/index.html#c2
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm?fr=56.104


Questions?

Questions? Contact HRPP@yale.edu
Yale HRPP Website

mailto:HRPP@yale.edu
https://your.yale.edu/research-support/human-research-protection-program
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