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	Purpose	


HRP-420 defines the NASA IRB criteria for determination of whether research is Exempt from further IRB review or requires Limited IRB Review.

The NASA Office of Research Assurance (NORA) is responsible for reviewing the preliminary determinations of exemption by investigators and for making the final determination and Exempt Certification. 

The purpose of HRP-420 is to describe when the NASA IRB will use exempt procedures for review of research.  Exempt review procedures allow the NASA IRB to review and approve studies that meet the criteria within this SOP, and Appendix A, without convening a meeting of the full NASA IRB. 

HRP-420 also describes the requirements for the Exempt Review process.

Research investigators who intend to involve human research subjects cannot make the final determination of exemption and may not initiate research involving human subjects that the investigator believes is exempt until the investigator has received written documentation of the exempt determination from the NASA IRB. Evaluation and certification of exempt status is performed by the NASA IRB, based on regulatory and/or institutional criteria and will be documented in the study file in the eIRB system. 

Human subject research protocols that are certified by the NASA IRB to be exempt from IRB review have a limited 5-year certification period. Exempt research protocols will expire 5 years following the initial approval/certification date.  If researchers wish to continue an exempt project after 5 years, they are required to request re-certification prior to the expiration date.  If researchers do not wish to continue an exempt project after 5 years or if research activities are completed, they must close the study. 

NASA IRB uses an exempt review process to review studies that meet the categories specified in NASA 14CFR1230.110, DHHS (Department of Health and Human Services) 45 CFR 46.110, and 21 CFR 46.104 FDA (Food and Drug Administration), when applicable, if the research involves no greater than minimal risk. 

Exempt applications are assessed to ensure the research will be conducted in accordance with The Belmont Report: Ethical Principles and Guidelines for the Protection of Human Subjects in Research (April 1979) found here. 

	Policy


1. Investigators are not permitted to make independent determinations of exempt status. A determination of exemption is made by a member of the NASA IRB Office in collaboration with the NASA IRB Chair or his or her designee based on regulatory and/or institutional criteria. The determination will be documented in the eIRB study file. 
a. NASA IRB staff and NASA IRB Chair/designee(s) must not participate in the any review of Exemption requests in which they have a conflict of interest [See HRP – SOP -050: NASA IRB Board Member COI]
b. NASA IRB staff and/or the NASA IRB Chair/designee(s) may not disapprove the research.  The research may only be disapproved after a review by the convened IRB. 
2. Research that may qualify for Exempt review must be No Greater than Minimal Risk.
3. No Greater than Minimal Risk research activities in which the only involvement of human subjects falls within one or more of the 8 categories outlined in NASA 14CFR1230.104(d) and HHS 45CFR46.104(d) may qualify for Exemption from review by the IRB. 
a. See Appendix A for a complete list of categories. 
b. Limited IRB Review will be conducted, when applicable. 
4. The NASA IRB reserves the right to disqualify exemptions and determine Expedited or Full Board review is necessary. 
a. Examples of when the NASA IRB may require Expedited or Full Board review include, but are not limited to:
i. Studies collecting data that may place subjects at risk of criminal or civil liability
ii. Studies collecting data that may be damaging to subjects’ financial standing, employability, educational advancement, or reputation
iii. Studies that involve behavioral interventions that are not deemed benign, harmless, and/or painless 
iv. Studies that involve behavioral interventions that are not short in duration, are physically invasive, are likely to have significant adverse lasting impact on subjects, and/or will contain interventions that are offensive or embarrassing
v. Secondary research for which consent is required
vi. Taste and food quality studies which do not meet the FDA Exempt definition (i.e. include consuming additives, consuming a food ingredient, agricultural chemical, or environmental contaminant above the level found to be safe by the FDA, Environmental Protection Agency, or the Food Safety and Inspection service of the U.S. Department of Agriculture)

5. Many social science research projects may fall within the exempt categories, however very few biomedical research projects will be exempt. 
6. For exempt studies that include interactions or data collection from astronauts, the NASA IRB Crew Representative will also review the protocol.
7. None of the exemption categories apply to research involving prisoners, except for research aimed at involving a broader subject population that only incidentally includes prisoners (45CFR46.104(b1). 
8. FDA regulated research may be Exempt from IRB requirements in the following circumstances:
a. Emergency use of a test article, provided that such emergency use is reported to the IRB within 5 working days. Any subsequent use of the test article is subject to IRB review [21CFR56.104(c)].
b. Taste and food quality evaluations and consumer acceptance studies, if wholesome foods without additives are consumed or 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 FDA or approved by the Environmental Protection Agency or the Food Safety Inspection Service of the U.S. Department of Agriculture [21CFR56.104(d)]. Please note, if this exemption is granted under FDA regulations, this is not an exemption from FDA-regulated consent requirements [21CFR50.20, 21CFR50.27].
9. Under 45 CFR 46.201(b), the exemption categories apply to research involving pregnant women, human fetuses, and neonates. 
10. None of the exemption categories apply to research that involves derivation and use of human embryonic stem cells, human embryonic germ cells, or human adult stem cells from any source, including somatic cell nuclear transplantation. 
11. Exempt categories 1, 4, 5, 6, 7, and 8 apply to research involving children.  Exemption 2(i) and 2(ii) may only involve children when educational tests or the observation of public behavior when the investigator(s) do not participate in the activities being observed. Exemption 2(iii) and Exemption 3 may not be applied to research involving children.

	Procedures


1. Researchers are required to request review and certification of exemption by using the eIRB application for the following:
a. Investigators must enter a complete submission to the eIRB for Exempt certification, including a protocol and exempt informed consent if applicable.
b. New projects: All human subjects research projects must be submitted to the NASA IRB for prospective review and certification of exemption prior to implementation. 
c. Modifications: Only for studies that the NASA IRB has certified as Exempt, researchers can make minor changes to the study without notifying NASA IRB. However, significant changes that impact risk level must be submitted to the NASA IRB. 
Examples of significant changes that require submission to the NASA IRB include but are not limited to:
i. Adding a new subject population
ii. Adding new procedures
iii. Adding a new funding source
iv. Adding questions about sensitive aspects of the participants’ behavior that may place subject at risk in regard to criminal, civil liability, financial, employability, educational advancement, and/or reputation – such as illegal conduct, drug use, sexual behavior or use of alcohol, HIV status – to a survey or interview
v. Change in Principal Investigator
vi. Disclosure of a new financial interest
vii. Any changes that makes the study no longer eligible for Certification of Exemption
Examples of minor changes that do not require submission to the NASA IRB include but are not limited to:
viii. Editorial or administrative revisions to consent documents or other study documents
ix. Adding non-sensitive questions to a survey or interview or revising current questions
x. Adding a new recruitment material that follows IRB guidelines
xi. Increasing or decreasing the number of participants, unless you are adding a new participant population
xii. Study team/personnel changes (except a change in PI)
d. Recertification: Human subjects research protocols that are certified by the NASA IRB to be exempt from IRB review expire after 5 years. The principal investigator is responsible for:
i. submitting a recertification application with sufficient time prior to the expiration of the current exemption certification so that there will be no lapse in certification
ii. submitting an updated Financial Disclosure for Investigators and Research Team form to the e-IRB annually  
iii. maintaining CITI training certificates while the protocol remains open for all key personnel 
The NASA IRB will administratively close the protocol if no actions have been taken to successfully renew the protocol after the protocol expires.  If the protocol is closed, all research activities must cease (See SOP 450).
e. Closeout: The Principal Investigator is responsible for submitting a study Closure to the eIRB within 30 days of completion or termination of all research activity.  The NASA IRB will administratively close the protocol if no study closure form has been submitted. If the protocol is closed, all research activities must cease (See SOP 450).
2. Upon receipt of the submission, the NASA IRB Office will screen the application for completeness and accuracy. 
a.   NASA IRB Office staff will assign the IRB Chair and/or his or her delegate(s) the task of exemption review. Whenever feasible, and not conflicted, the NASA IRB member from the PI’s home center (JSC, Ames, Langley, KSC) will be assigned the Exempt review.  
i. The assigned reviewer may ask the NASA IRB Chair or other qualified NASA IRB Member to assist with the review. For exempt studies that include interactions or data collection from astronauts, the NASA IRB Crew Representative will also review the protocol.
ii. IRB Members who have a conflict of interest related to an Exempt research submission, must inform the NASA IRB office staff of the conflict. The review will be assigned to another IRB Member without a conflict. 
iii. The designated Exempt reviewer will complete the NASA IRB Member Reviewer Checklist and upload into the eIRB under “Submit Designated Review”, Number 6, “Supporting Documents” within 5 business days of receipt of the notification. If the designated reviewer does not respond within 5 business days, the NASA IRB Office will forward the protocol to another reviewer. 
· The Exempt reviewer ensures that the research meets ethical principles and standards for protecting research subjects. 
· The Exempt reviewer may contact the PI for any clarification needed (Request for Clarification) and document the issues discussed with the PI in the eIRB. 
iv. In reviewing the research (both initial and continuing review), the NASA IRB will consider the criteria for exemption of all applicable laws, regulations, codes, guidance, and NASA policies, and will give proper consideration to:
· the risks to subjects (in particular that the research presents no more than minimal risk)
· the protection of subjects’ privacy interests
· the confidentiality of private identifiable information
· the anticipated benefits to the subjects and others
· the importance of the knowledge that may reasonably be expected to result
· the process of recruitment and selection of subjects
· the informed consent process to be employed, as applicable
3. Exempt studies where there are interactions or interventions with subjects, Subject Informed Consent is required. 
a. See the Exempt Informed Consent template
b. NASA IRB may require Subject Consent, whenever appropriate
4. Certification of Exemption Determinations
a. Upon submission to eIRB, the research will be assigned an eIRB number. 
b. The NASA IRB Office will review the research activities to ensure that the only involvement of human subjects falls within one or more of the categories outlined in Appendix A.
c. The NASA IRB Office, in collaboration with the NASA IRB Chair, will assign a designated reviewer from the appropriate NASA Center
d. Using the Exempt Certification IRB Reviewer Checklist [Appendix B] the NASA IRB Chair and/or his/her delegated reviewer will make one of the following determinations:

Not Human Subjects Research: If a reviewer determines that the project does not meet the definition of “research” or does not involve “human subjects”, the reviewer will provide the investigator with a determination letter that the research is “Not Human Research” (See SOP 405).

Not Engaged in Human Subjects Research: If a reviewer determines that NASA is not “engaged’ in a human subjects research protocol, the reviewer will provide the investigator with a determination letter that the research is “Human Research, Not Engaged.” 

Certification of Exemption: The reviewer determines that the protocol qualifies under one or more of the exemption categories; the project is certified as Exempt from IRB review with no changes required. An Exemption notice is issued which specifies the exemption category(ies). The investigator is sent notification via eIRB that their project has been certified as Exempt from IRB review.

Additional Information needed to determine Exempt status: the reviewer will communicate requests for additional information the investigator via eIRB via a Request for Clarification in the eIRB. Upon receipt of the additional information, the reviewer determines whether the research activities qualify under one or more of the exemption categories.

Certification of Exemption, Contingent upon the reviewer’s acceptance of requested modifications and/or clarifications: The reviewer will notify the investigator of the requested revisions via eIRB. Upon receipt of the investigator’s response, the reviewer determines if the revisions are sufficient. If the reviewer determines the revisions are insufficient, the investigator may be asked to make additional modifications. This process will repeat until the reviewer determines whether the research activities qualify under one or more of the exemption categories. 

Referred for IRB Review: If the reviewer determines that the project does not qualify for exemption from IRB review, the reviewer will notify the investigator in writing (generally via eIRB) that the request for exemption from IRB review has been denied. The reviewer will refer the protocol for either expedited or full committee review. 

Limited IRB Review: Limited IRB review is increased oversight by the IRB for low-risk research (e.g. certain exempt categories) to ensure that either:
· The identifiable private information or biospecimens collected have the appropriate data security and privacy protections in place to reduce the change of inappropriate disclosure;
OR
· Broad consent (or equivalent) was obtained for the use of stored identifiable data or biospecimens. 

NASA IRB Office staff will assign the IRB Chair and/or his or her delegate(s) the task of exempt review. Whenever feasible, and not conflicted, the NASA IRB member from the PI’s home center (JSC, Ames, Langley, KSC) will be assigned the exempt review.  If the assigned reviewer finds limited review is required, he/she will conduct the limited review.
	
Investigators are required to submit changes to the IRB when the context or conditions of the original limited IRB review change (e.g. if the location for the storage and protection of the data change). 

	Note: Recertification of exempt research is required for research that had limited IRB review 	every 5 years.  An updated Financial Disclosure for Investigators and Research Team form will 	need to be submitted to the e-IRB annually.  All key personnel are also responsible for 	maintaining CITI training certificates while the protocol remains open.

The NASA IRB will assess whether the data collected as part of the proposed study require
increased protections based on the following criteria:
· The extent to which identifiable private information is or has been de-identified and the risk that such de-identified information can be re-identified;
· The use of the information;
· The extent to which the information will be shared or transferred to a third party or otherwise disclosed or released;
· The likely retention period or life of the information;
· The security controls that are in place to protect the confidentiality and integrity of the information; and
· The potential risk of harm to individuals should the information be lost, stolen, compromised, or otherwise used in a way contrary to the contours of the research under the exemption
	
Please note: NASA’s data security department (LSDH and LSDA) may be consulted for guidance on the identifiability of data.

The NASA IRB Member Reviewer will state the Exempt Category in their review. If Limited IRB review is noted, the reviewer will note the reason for Limited IRB review and the process for reviewing (e.g. collaboration with LSAH/LSDA).
The NASA IRB will certify the Exempt research for a period of 5 years. 
The NASA IRB will communicate the determination via the eIRB system to the PI within 2 weeks of receipt of a complete and final submission to the eIRB. 

5. Investigator responsibilities after certification: As a courtesy, the NASA IRB eIRB system emails the PI a reminder with a link to the eIRB website 90, 60, and 30 days prior to the 5 year expiration date. Investigators bear the ultimate responsibility for making sure that there is not lapse in exempt certification.  An updated Financial Disclosure for Investigators and Research Team form will need to be submitted to the e-IRB yearly.  All key personnel are also responsible for maintaining CITI training certificates while the protocol remains open.

6. Recordkeeping
a.  NASA IRB Responsibilities:
The NASA IRB maintains records of all exemption determinations. Records include:
· eIRB application and appended recruitment and consent documents, data collection materials and instruments, and funding proposal, if applicable. 
· Communications between the NASA IRB and the investigator and key personnel
· Copies of study-related correspondence between the IRB and other entities, including regulatory authorities, other review committees and study subjects
· Any additional documents deemed appropriate on a case-by-case basis  
· Records of certified Exempt applications are maintained in the NASA IRB eIRB for at least 3 years after study closure.
b. Investigator Responsibilities:
· Maintaining records of certified exempt documents and correspondence which include at a minimum the eIRB application, funding proposal, screening, recruitment and consent documents, data collection materials and instruments, documentation of participant eligibility and participation and a copy of all signed consent forms unless waived by the IRB. 
· Retain study records (including signed consent forms) for a minimum of 3 years past the completion of the study, a minimum of 6 years for studies involving PII, and any other sponsor requirements. Records of applications submitted in eIRB maintained in electronic eIRB archives remain accessible to the investigator after study closure.
· Making all research records accessible for review by authorized NASA IRB representatives and/or the department or agency supporting or conducting the research to ensure proper performance of the study and compliance with federal regulations and institutional policies. 
· Maintain confidentiality of stored records in accordance with the Certified Exempt eIRB submission. 

	Definitions	


[bookmark: _Hlk45568253]Engaged4: NASA is considered engaged in research when NASA’s employees or agents obtain:
(1) data about the subjects of the research through intervention or interaction with them, or
(2) identifiable private information about the subjects or research, or
(3) the informed consent of human subjects for the research.
FDA (Food and Drug Administration)-Regulated Research: The US FDA regulates clinical studies conducted on drugs, biologics, devices, diagnostics, and in some cases dietary supplements and food additives. All such research studies must be conducted in accordance with FDA requirements for the protection of human subjects and IRBs, regardless of funding source (21CFR50 and 56). When FDA regulated test articles are used in research at NASA and funded by another agency, more than one set of regulations may apply. For example, clinical trials involving FDA-regulated test articles that are supported by NASA (or the DHHS), may fall under the jurisdiction of both the FDA and the DHHS. Such trials must comply with the FDA and the DHHS Office for Human Research Protections (OHRP). Where regulations differ, NASA IRB will apply the stricter regulation. s
Key Personnel: Those involved in the conduct of human subject research in which the persons engaged are in direct contact with research participants consenting and/or collecting data, and/or have access to private and identifiable research data.
Minimal Risk [14CFR1230.102(j)]: 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 or psychological examinations or tests. 
Minimal Risk for Prisoners: The probability and magnitude of physical or psychological harm that is normally encountered in the daily lives or in the routine medical, dental or psychological examination of healthy persons. The regulations further state that the IRB must find that the risks involved in the research are commensurate with risks that would be accepted by non-prisoner volunteers [45 CFR 46.305(a)(3)]. If Subpart C does not apply, the IRB may use an equivalent definition of minimal risk for prisoners. [45 CFR 46.303(d)]
Minimal Risk for Research Involving the Department of Defense (funding, subjects, facilities, resources). Per DoD regulations, the phrase “ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests” must not be interpreted to include the inherent risks certain categories of subjects face in their daily life. For example, the risks imposed in research involving human subjects focused on a special population should not be evaluated against the inherent risks encountered in their work environment (e.g., emergency responder, pilot, soldier in a combat zone) or having a medical condition (e.g., frequent medical tests or constant pain). 
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Appendix A:
	NASA IRB Exempt Categories Tool

	Category
	Citation
NASA 14CFR1230 
HHS 45CFR46
	Exempt Category Description
	Limited IRB Review
	Conditions/ Allowances/ Limitations

	1
	1230.104(d)(1)
46.104(d)(1)
	Research in established or commonly accepted education settings that involves normal educational practices
	N/A
	Not likely to adversely impact students’ opportunity to learn or assessment of educators providing instruction

	2
	1230.104(d)(2)
46.104(d)(2)
	Research only includes interactions involving educational Tests, Surveys, Interviews, Public Observation if at least ONE Of the following criteria are met:
	N/A
	Data Collection Only; 
May include visual or audio recording;
May NOT include intervention
Only includes interactions

	
	
	(i) Recorded information cannot readily identify the subject (directly or indirectly/linked)
	N/A
	Surveys & Interviews: No Children;
Educational Tests or Observation of Public Behavior: Can only include children when investigators do not participate in activities being administered /observed

	
	
	(ii) Any disclosure or responses outside of the research would NOT reasonably place subject at risk (criminal, civil liability, financial, employability, educational advancement, reputation)
NASA IRB must weigh additional considerations for astronaut subjects
	N/A
	Surveys & Interviews: No Children;
Educational Tests or Observation of Public Behavior: Can only include children when investigators do not participate in activities being administered /observed

	
	
	(iii) Information is recorded with identifiers or code linked to identifiers & IRB conducts Limited Review
	Privacy and Confidentiality Review
	No Children

	3
	1230.104(d)(3)(i)
46.104(d)(d)(i)
	Research involving benign behavioral interventions (BBI) through verbal, written responses (including data entry or audiovisual recording) from adult subject who prospectively agrees and ONE of the following are met:
	N/A
	No Children;
May not include medical intervention; Subject prospectively agrees;

(ii) BBI must be:
·               - Brief in duration
·               - Painless/ Harmless
·                - Not physically invasive
- Not likely to have a significant adverse lasting impact on subjects
- Unlikely that subjects will find interventions offensive or embarrassing
(iii) No deception unless participant is informed in the prospective agreement that he/she will be unaware of or misled regarding the true nature or purpose of the research



	
	
	(i.A) Recorded information cannot readily identify the subject (directly and indirectly/ linked)
	N/A
	

	
	
	(i.B) Any disclosure of responses outside the research would NOT reasonably place subject at risk (criminal, civil liability, financial., employability, educational advancement, reputation)
NASA IRB must weigh additional considerations for astronaut subjects
	N/A
	

	
	
	(i.C) Information is recorded with identifiers & IRB conducts Limited Review
	Privacy and Confidentiality Review
	

	4
	1230.104(d)(4)
46.104(d)(4)
	Secondary research for which consent is not required: use of identifiable private information or identifiable biospecimen [that have been or will be collected for some other ‘primary’ or ‘initial’ activity] if at least ONE of the following criteria are met:
	N/A
	No primary collection from subjects for the research; 
Allows both Retrospective and Prospective Secondary Use

	
	
	(i) Biospecimens or information is publicly available 
	N/A
	Must be publicly available

	
	
	(ii) Information recorded so subject cannot readily be identified (directly or indirectly/linked); Investigator does not contact subjects and will not re-identify the subjects
NASA IRB must weigh additional considerations for astronaut subjects
	N/A
	PI does not contact; will not re-identify

	
	
	(iii) Collection and analysis involving investigators use of identifiable health information when use is regulated by HIPAA [45CFR parts 160 and 164, subparts A and E] and for the purposes of “health care operations” or “research” or “public health activities and purposes”
	N/A
	NASA is not a HIPAA covered entity.
HIPAA protections include authorization or waiver of authorization;
Does not include biospecimens (only PHI);
Only covers “investigator’s use”; does not indicate that sharing is permitted under this exemption

	
	
	Research information collected by or on behalf of federal government using government generated or collected information obtained for non-research activities
	N/A
	If research generates identifiable private information, it is subject to specified federal privacy laws (see iv for full list)[footnoteRef:1] [1:  NASA is subject to the Privacy Act of 1974, which provides individuals a right of access to information concerning themselves that is maintained by any agency in the Executive Branch of the federal government and establishes controls over what personal information the federal government collects and how it uses or discloses that information. 
] 


	5
	1230.104(d)(5)
46.104(d)(5)
	Research and demonstration projects conducted or supported by a Federal Agency/Department[footnoteRef:2] AND designed to study, evaluate, improve, or otherwise examine public benefit or service programs[footnoteRef:3]  Public benefit or service programs[footnoteRef:4] [2:  or otherwise subject to the approval of department or agency heads (or the approval of the heads of bureaus or other subordinate agencies that have been delegated authority to conduct the research and demonstration projects)
]  [3:  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. 
]  [4:  Such projects include, but are not limited to, internal studies by Federal employees, and 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
] 

	N/A
	Must be posted on a Federal Website --or other manner as determined by the dept. or agency head- prior to commencing the research

	6
	1230.104(d)(6)
46.104(d)(6)
	Taste and Food Quality
	N/A
	Wholesome food without additives
Or
Ingredient level and use found to be safe by the FDA, EPA or the Food Safety and Inspection Service by the US Dept of Agriculture

	7
	1230.104(d)(7)
46.104(d)(7)
	Storage or maintenance of identifiable private information or identifiable biospecimens for potential secondary research for which broad consent is required
	Limited IRB Review
-Broad consent is obtained 
-Documented or documentation is waived (1230.117)
-If there is a change made for research purposes in the way material stored or maintained, Privacy and Confidentiality review
	IRB Conducts a Limited Review and makes the determinations required by 1230.111(a)(8)
All requirements for Broad Consent met 
MUST TRACK REFUSALS – as the IRB may not waive consent for use of identifiable material for any individual who refuses

	8
	1230.104(d)(8)
46.104(d)(8)
	Secondary research for which Broad Consent is required: Research involving the use of identifiable private information or identifiable biospecimens for secondary research use. 
	-Privacy and confidentiality review AND
-research is within the scope of the broad consent AND
-PI does not plan to return research results
	Privacy and Confidentiality protections adequate;
Obtain broad consent for the storage, maintenance, and secondary research use of the identifiable private information or biospecimens – Documented or documentation waived;
No plan to return research results;
MUST TRACK REFUSALS – as the IRB may not waive consent for use of identifiable material for any individual who refuses
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