
Section 16: Review of Exempt Research 

16.1 Submission of Exempt Research Protocol 
 
a. Investigators proposing to conduct exempt research with human subjects at USNA must 
submit a complete protocol package to as specified in Section 14 of the USNA HRPP Policies 
and Procedures Manual.   Exempt research protocol proposals may be submitted by hardcopy or 
electronically to the USNA HRPP Office. 
 
b. Upon receipt of a proposed research protocol, the USNA HRPP Office will conduct an 
initial screening of the protocol for completeness.   

 
 1. The protocol must be specific in nature, with sufficient detail regarding the 
proposed research activities to allow a determination regarding the status of the proposed 
research to be made.  As appropriate, a copy of the proposed informed consent documentation 
for the project must be included as part of the protocol package, along with any recruitment 
materials proposed for recruitment of subjects. 
 
 2. The protocol must include the names and complete contact information for the 
principal investigator and for all associated researchers at USNA and elsewhere. The contact 
information must include each researcher’s organizational affiliation and employment position.   
 
 3. The protocol must include a copy of the human subject research training 
certification for each researcher (USNA and non-USNA), as well as for other personnel 
associated with the project. The training must meet the requirements of the DoD and the DON, 
regardless of the affiliation of the non-USNA researchers. Each training certificate must include 
the name of the person, the name of the person’s home institution, and the date the training was 
completed.  Additional information about the education and training requirements are described 
in Section 13 of this policies and procedures manual. 

 
 4. The protocol must include all supporting documentation as specified in Section 14 
of the USNA Policy and Procedures Manual. 

 
 5. The protocol must include a Review of Scientific Merit as specified in Section 15 
of this manual. 
 
c. Protocols that lack sufficient detail and/or are submitted with incomplete information will 
not be reviewed by the USNA IRB Chair or Vice-Chair until after the deficiencies are addressed. 
The USNA HRPP Office will notify the principal investigator of any obvious deficiencies in the 
proposal submission. 
 
16.2 “Exempt” Review Process 
 
a. After the USNA HRPP Office has determined that a proposed exempt research protocol 
is complete, it will be referred to the IRB Chair or Vice-Chair for review.   
 



b. The IRB chair will review and determine whether proposed research meets the criteria for 
exemption.  In particular, the IRB Chair or Vice-Chair must determine that the proposed research 
satisfies the following requirements: 

 
 1. The research does not present greater than minimal risk to research subjects. 

 
 2. All of the proposed research activities fall in one or more of the categories that 
qualify for Exempt status at USNA as defined in Section 4. 

 
 3. The proposed research satisfies general principles for the ethical conduct of 
research with human subjects. 

 
 4. The research protocol contains the necessary approvals, documentation of 
training, conflict of interest disclosures, and any other necessary documentation. 
 
The IRB Chair or Vice-Chair will document these determinations using the approved IRB 
reviewer form for exempt research. 

 
c. Following the review, the PI will be advised by the USNA HRPP Office that one of the 
following outcomes applies to the proposed activity. 
 
 1. Recommend Approval of the determination of Exemption as submitted:   If the 
Chair or Vice Chair of the USNA’s IRB determines that the research is “Exempt” and the project 
is acceptable as described, then the IRB Chair may recommend the proposed research for 
approval of determination of Exemption to the Superintendent.  If the determination of 
Exemption is approved by the Superintendent, the protocol will be recorded by the USNA HRPP 
Office via a unique approval number in the USNA’s IRB database. When notified by the USNA 
HRPP Office of the approval number for the protocol, the PI may begin work on the project, 
within the parameters of the approval.  
 
 2. Requires Clarification for Approval:   If the proposal lacks sufficient information 
to determine whether the proposed research is Exempt, or if specific aspects of the proposed 
research disqualify the proposed research from classification as exempt, then the IRB Chair or 
Vice-Chair will request that the USNA HRPP Office interact with the PI to discuss concerns 
about the proposed protocol and gather more detailed information about it. If the PI chooses to 
make changes to the proposed protocol, it will be reviewed again in accordance with the 
procedures in this section. 
 
 3. Determination that Research is Not Exempt:  If the IRB Chair or Vice-Chair determines 
that the proposed research does not satisfy the requirements for “Exempt” research, the principal 
investigator will be invited to submit a revised protocol for consideration as non-exempt research. 
 
16.3 Status Reports, Amendments, and Closure 
 
a. Formal continuing review of exempt research protocols is not required.  However, to 
maintain appropriate oversight of all research with human subjects at USNA, an annual status 



update of all exempt protocols will be conducted. At this time the USNA HRPP Office will ask 
for a brief summary of the research protocol and whether or not it is ongoing.   
 
b. If there is a substantive change to the protocol for research that has been determined to be 
exempt, the PI must submit an amendment to the protocol. Substantive changes may include the 
addition of new research questions, additional populations of interest, or the incorporation of 
new research methods.  The purpose of submitting an amendment form is to ensure that the 
research continues to be exempt after the changes have been made. Requests for amendments to 
approved Exempt determinations must be made in sufficient time to process the revisions and 
secure approval from the Superintendent.   
 
c.  Researchers considering changes to approved Exempt protocols should submit a short 
summary of the changes to the HRPP Office.  The IRB Chair or Vice-Chair will review the 
proposed changes and determine whether they are substantive changes that require the 
submission of an amendment form for review and approval by the Superintendent.  If the 
proposed changes are not substantive changes, the investigator will be provided with a formal 
determination documenting that submission of an amendment is not necessary. 
 
d. If the research has been completed, the PI should submit a closure form which includes a 
summary of the research findings and any publications resulting from the Exempt research.  The 
PI must retain a hardcopy of the evaluation outcome of the project in his/her records. 
 


