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EARLHAM COLLEGE
IRB Exemption Request
This form is for research projects that may qualify for exemption from full IRB review. Exemption is available for research that poses minimal risk and falls into one of eight federally defined categories.[footnoteRef:1] The IRB’s determination is final; investigators may not self-determine that their research is exempt. [1:  45 CFR 46.104(d) of the Federal Policy for the Protection of Human Subjects (the Common Rule, 2018 Requirements).] 

Some exemption categories require a brief additional review focused on privacy and confidentiality protections.[footnoteRef:2] The IRB will notify you if this applies to your project. [2:  45 CFR 46.111(a)(7).] 

If a question does not apply to your research project, please indicate this by typing “N/A” in the answer area.
Projects with student Principal Investigators should be emailed to the IRB by the faculty sponsor.
Sending such an email indicates faculty approval and advising of the proposed research. Students may not submit IRB proposals directly. Applications submitted by students will be returned without review.
A. Investigator Information
Principal Investigator(s): Response required
Phone #:           
Email(s): Response required
Additional Investigator(s): Response required
Faculty Sponsor Name and Email (for student PIs): Response required
Department: Response required
Title of Project: Response required
Source of Non-Earlham Funding for Research (if any): This question must be answered. Write “No funding outside of Earlham” if it is accurate.
B. Campus Email List Usage
Do you intend to use campus email lists (student, faculty, staff, employee) to send a request to complete the survey? Response required
If yes, have you spoken to the Office of Institutional Effectiveness? Please enter the date of your conversation or email exchange and a summary of the conversation: Response required if “yes”
(Please be aware that most surveys are not approved for wide distribution by the Institutional Effectiveness Office. This is to prevent survey fatigue, which drives down response rates for critical institutional surveys. The Office of Institutional Effectiveness can be reached at institutionaleffectiveness@earlham.edu. If you do not get approval, you may NOT send your survey out via those email lists.)
Do not proceed if you intend to use a campus email list and have not sought approval from the Institutional Effectiveness Office.
C. Research Overview
Mode(s) of Data Collection (in person, phone, email, computer assisted): Response required
Research Question of Interest: Response required
Brief Explanation of Procedure for Research Participants (explain what participants will be asked to do, including example questions to answer, explanations of materials, etc. — the IRB has to be able to determine whether the procedures qualify for exemption):
Response required
D. Participants and Risk
Source of Participants
Include information about where and how participants will be recruited or obtained.
Please note the following restrictions on exempt research involving specific populations:
• Research involving prisoners is generally not eligible for exemption, unless the research involves a broader subject population and only incidentally includes prisoners.[footnoteRef:3] [3:  45 CFR 46, Subpart C.] 

• Research involving children may qualify for exemption under categories 1, 4, 5, 6, 7, and 8 only. Categories 2 and 3 are limited to educational tests or observation of public behavior where the investigator does not participate in the activities being observed.[footnoteRef:4] [4:  45 CFR 46, Subpart D.] 

• Research involving pregnant women, fetuses, and neonates may qualify for exemption if the conditions of the exemption category are met.[footnoteRef:5] [5:  45 CFR 46, Subpart B.] 

If your research involves any of these populations, please describe this in your response and the IRB will determine whether your exemption request can proceed.
Response required
Explanation of Minimal Risk
Explain how this research poses no more than minimal risk to participants. “Minimal risk” means that the risks of your research are no greater than what people typically encounter in everyday life or during routine check-ups and tests.[footnoteRef:6] [6:  45 CFR 46.102(i) defines "minimal risk" as the probability and magnitude of harm or discomfort anticipated in the research being 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.] 

Address any potential physical, psychological, or social risks, and explain why they do not exceed this threshold. A typical response is one to two paragraphs.
Response required
E. Justification for Exemption
Answer Yes or No for every category below. For any applicable category, explain how that exemption applies to your research. If a category includes sub-conditions, indicate which sub-condition applies.
Read the full category explanations below & complete this table. Any category marked “Yes” requires a written explanation in the corresponding section.
	Category
	Description
	Yes / No

	1
	Educational methods or evaluation
	 

	2
	Surveys, interviews, observation, educational tests
	 

	3
	Benign behavioral interventions (adults only)
	 

	4
	Secondary research (existing data/biospecimens)
	 

	5
	Public benefit or service programs
	 

	6
	Taste and food quality
	 

	7
	Storage of data/biospecimens for future research
	 

	8
	Secondary use of stored data/biospecimens (broad consent)
	 


Most Earlham research projects fall under Category 2 (surveys, interviews, and observation) and Category 3 (benign behavioral intervention). Categories 5 through 8 apply in more specialized circumstances; if you are unsure whether they apply to your project, you may answer “No” and move on.
[bookmark: _Category_1_—]Category 1 — Educational Methods or Evaluation
Research conducted in established or commonly accepted educational settings that specifically involves normal educational practices, such as research on regular and special education instructional strategies, or research on the effectiveness of or comparison among instructional techniques, curricula, or classroom management methods.
If “yes,” explain: Response required if “yes”.
[bookmark: _Category_2_—]Category 2 — Surveys, Interviews, Observation, and Educational Tests
Research that only includes interactions involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures (including oral history), or observation of public behavior, if at least one of the following applies:
(i) The information obtained is recorded in such a manner that the identity of participants cannot readily be ascertained, directly or through identifiers linked to the participants.
In other words, responses are anonymous — there is no way to connect a response back to the person who provided it.
(ii) Any disclosure of the participants’ responses outside the research would not reasonably place the participants at risk of criminal or civil liability or be damaging to the participants’ financial standing, employability, educational advancement, or reputation.
In other words, even if someone’s identity were accidentally revealed, there would be no meaningful negative consequences for them.
(iii) The information obtained is recorded in a manner that the identity of participants can readily be ascertained, and an IRB conducts a limited IRB review to ensure adequate privacy and confidentiality protections are in place.
In other words, responses are identifiable, but the IRB will verify that you have adequate safeguards. If you select this sub-condition, you must complete Section F below.
If “yes,” indicate which sub-condition (i, ii, or iii) applies and explain: Response required if “yes”.
[bookmark: _Category_3_—]Category 3 — Benign Behavioral Interventions
Research involving benign behavioral interventions paired with information collection from an adult subject who prospectively agrees to the intervention and information collection. Benign behavioral interventions are brief in duration, harmless, painless, not physically invasive, not likely to have a significant adverse lasting impact on the subjects, and the investigator has no reason to think subjects will find the interventions offensive or embarrassing. This category is limited to adult participants.
Note: While federal regulations permit exemption for some research involving deception, Earlham College’s IRB requires that any research involving deception beyond withholding the hypothesis undergo expedited review. If your study involves deception, please submit an Expedited Review Application instead.
This exemption applies if at least one of the following applies:
(i) The information obtained is recorded in such a manner that the identity of participants cannot readily be ascertained, directly or through identifiers linked to the participants.
Responses are anonymous.
(ii) Any disclosure of the participants’ responses outside the research would not reasonably place the participants at risk of criminal or civil liability or be damaging to the participants’ financial standing, employability, educational advancement, or reputation.
Even if identity were revealed, there would be no meaningful negative consequences.
(iii) The information obtained is recorded in a manner that the identity of participants can readily be ascertained, and an IRB conducts a limited IRB review to ensure adequate privacy and confidentiality protections are in place.
Responses are identifiable; you must complete Section F below.
If “yes,” indicate which sub-condition (i, ii, or iii) applies and explain: Response required if “yes”.
[bookmark: _Category_4_—]Category 4 — Secondary Research (Consent 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 identifiable 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 regulated under HIPAA for the purposes of health care operations, research, or public health activities.[footnoteRef:7] [7:  45 CFR parts 160 and 164 (HIPAA).] 

(iv) The research is conducted by, or on behalf of, a federal department or agency using government-generated or government-collected information obtained for nonresearch activities.
If “yes,” indicate which sub-condition (i, ii, iii, or iv) applies and explain: Response required if “yes”.
[bookmark: _Categories_5–8:_Less]Categories 5–8: Less Common Categories
The following categories apply in specialized circumstances. If you are unsure whether they apply, answer “No” for each.
Category 5 — Public Benefit or Service Programs
Research and demonstration projects that are conducted or supported by a federal department or agency, and are designed to study, evaluate, or otherwise examine public benefit or service programs (e.g., programs under the Social Security Act or other federal assistance programs), including procedures for obtaining benefits, possible changes to those programs or their procedures, or possible changes in methods or levels of payment for benefits or services under those programs.
If “yes,” explain: Response required if “yes”.
Category 6 — Taste and Food Quality
Research involves taste and food quality consumer acceptance using only wholesome food(s) which contain no ingredients at levels beyond those approved by the appropriate federal agency.
If “yes,” explain: Response required if “yes”.
Category 7 — Storage or Maintenance of Data or Biospecimens for Secondary Research
Storage or maintenance of identifiable private information or identifiable biospecimens for potential secondary research use, where broad consent is obtained.[footnoteRef:8] Broad consent must cover the storage, maintenance, and secondary research use of the information or biospecimens. [8:  45 CFR 46.116(d).] 

Note: This category requires a limited IRB review.[footnoteRef:9] You must also complete Section F below. [9:  45 CFR 46.111(a)(7). The IRB will conduct a limited review to confirm adequate privacy and confidentiality protections.] 

If “yes,” explain: Response required if “yes”.
Category 8 — Secondary Research Use of Stored Data/Biospecimens with Broad Consent
Secondary research use of identifiable private information or identifiable biospecimens where all of the following conditions are met:
(i) Broad consent for the storage, maintenance, and secondary research use was obtained.
(ii) Documentation of informed consent was obtained.
(iii) An IRB conducts a limited IRB review and determines that the proposed secondary research falls within the scope of the broad consent originally obtained.
(iv) The investigator does not include returning individual research results to subjects as part of the study plan.
Note: This category requires a limited IRB review.[footnoteRef:10] You must also complete Section F below. [10: 
] 

If “yes,” explain how all four conditions are met: Response required if “yes”.
F. Limited IRB Review — Privacy and Confidentiality Protections
Complete this section only if you selected sub-condition (iii) under Category 2 or Category 3, or if you selected Category 7 or Category 8. Otherwise, skip to Section G.
Privacy Protections
Describe how you will protect participants’ privacy during the research process. Consider how participants will be recruited and approached, whether the research setting is private, whether sensitive topics will be discussed, and how you will minimize intrusions on participants’ privacy beyond what is necessary for the research.
Response required if applicable (see above).
Confidentiality Protections
Describe how you will maintain the confidentiality of data collected in this research. Address the following as applicable: how data will be stored (e.g., encrypted files, locked cabinets, password-protected devices); who will have access to identifiable data; how identifiers will be handled (e.g., separated from data, coded, removed after collection); how long identifiable data will be retained; and how data will be destroyed when no longer needed.
Response required if applicable (see above).
G. Informed Consent
We encourage all projects to evaluate whether an informed consent document is necessary or desirable, and if so, to include such a document in the email with this completed form.
If you are unsure whether your project needs a consent document or what it should contain, contact the IRB chair for guidance.
H. Investigator Certification
By entering your name below, you affirm that ALL components of the above research fall into one or more exempt categories. If any part of your research does not fall into a category above, you may not request an exemption and should submit an Expedited Review or Full Review application instead.
Please attach all relevant supporting materials (e.g., survey instruments, interview questions, recruitment materials, consent documents if applicable) in the same email as this completed form.
Name: Response required
Date: Response required
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