
Section 17: Review of Non-Exempt Research 

17.1 Submission of Non-Exempt Research Protocol 
 
a. Investigators proposing to conduct non-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.   Non-exempt research protocol proposals may be submitted by 
hardcopy or electronically to the USNA HRPP Office. 
 
b. If the investigator believes that the proposed research is eligible for “Expedited” review, 
the investigator must indicate this in the submitted protocol.  As noted on Section 5 of the USNA 
HRPP Policies and Procedures Manual, “Expedited” review does not mean “an abbreviated or 
cursory review”, but instead applied to proposed projects that do not present more than minimal 
risk to subjects and fall within certain defined categories or research.  Documentation for 
research protocols proposed for an expedited review procedure must include (1) the specific 
permissible categories; (2) rationale justifying the expedited review; and (3) all required 
determinations for approval.   
 
17.2 Initial Screening of Non-Exempt Research Protocols 
 
a. 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, including descriptions of how the human 
subjects will be directly or indirectly involved in the project, how the data will be analyzed, how 
the data will be stored, how the data will be used, who will have access to the data during the 
study and beyond, etc.  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 12 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. 



b.  Protocols that lack sufficient detail and/or are submitted with incomplete information will 
not be considered by the USNA’s IRB until after the deficiencies are addressed. The USNA 
HRPP Office will notify the principal investigator of any obvious deficiencies in the proposal 
submission. 
 
17.3 “Expedited” Review Process 
 
a. After the USNA HRPP Office has determined that a proposed research protocol is 
complete, protocols for which “Expedited” review has been requested by the Investigator 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 
review under expedited procedures.  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 Expedited review as defined in Section 5. 
 
 3. The proposed research complies with all of the regulatory requirements for 
approval of non-exempt 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 non-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 as Submitted:   If the Chair or Vice Chair of the USNA’s 
IRB determines that the research satisfies all applicable regulatory requirements for non-exempt 
research with human subjects, including the requirements for Expedited review, and is otherwise 
consistent with USNA’s guiding principles for human subjects research, then the proposed 
research will be recommended for approval to the Superintendent.  Once approved by the 
Superintendent and recorded by the USNA HRPP Office via a unique approval number in the 
USNA’s IRB database, the PI will be notified by the USNA HRPP Office of the approval 
recommendation and the Superintendent’s approval decision.  Following notification of the 
approval number for the protocol, the PI may begin work on the project, within the parameters of 
the approval. The PI must retain a hardcopy of the evaluation outcome of the project in his/her 
records. 
 
 2. Requires Clarification for an Approval Recommendation:   If the IRB Chair or 
Vice-Chair is unable to recommend approval due to a lack of sufficient information about the 



roles and protections of the human subjects in the proposed research, then the USNA HRPP 
Office will interact with the PI to gather more detailed information on the proposed project. If 
the additional information addresses the concerns, the proposed research will be reviewed again 
using the procedures outlined in this section. 
 
 3. Requires Changes for an Approval Recommendation:   If the IRB Chair or Vice-
Chair is unable to recommend approval because specific aspects of the proposed research make it 
ineligible for review under expedited procedures, then the USNA HRPP Office will contact the 
PI to outline the changes that would be necessary to consider the proposed project under 
expedited procedures. If the PI chooses to make changes that address the concerns, the proposed 
research will be reviewed again using the procedures outlined in this section. 
 
 4. Deferred to the Next Level of Review:   If the IRB Chair or Vice-Chair 
determines that the proposed research protocol cannot be approved under Expedited procedures, 
the proposed research protocol will be deferred to the USNA’s IRB for further review at a 
convened IRB meeting.  As a matter of practice, proposals submitted for “Expedited” review will 
be deferred to the full IRB if either or both of the following are true: 
 
  a. The IRB Chair or Vice-Chair determines that the proposed research may 
involve greater than minimal risks to subjects, and/or. 

 
  b. The IRB Chair or Vice-Chair determines that some or all of the proposed 
research activities fall outside of the categories for which Expedited review is allowed. 
 
d. Consisted with the requirements of Section 110 of Reference (c) of Enclosure (1), the 
IRB Chair or Vice-Chair may not formally disapprove a proposed research protocol via an 
expedited review process.  Proposed research protocols that cannot be approved via an expedited 
review must be referred to the full IRB for review at a convened meeting.   
 
e. If a proposed research protocol is deferred by the IRB Chair or Vice-Chair for to the full 
IRB for review at a convened meeting because the proposed research involves greater than 
minimal risk to human subjects, the Chair or Vice-Chair will document that determination as 
required by Section 118 (a)(8) of reference (c) of Enclosure (1).  This documentation will be 
made on the approved IRB reviewer for non-exempt research. 

 
17.4  “Full” Review Process at a Convened Meeting 
 
a. Proposed non-exempt research protocols that involve greater than minimal risk or 
propose research activities that do not fall within the categories eligible for Expedited review as 
defined in Section 6 of the USNA Policies and Procedures Manual must be reviewed in a 
convened meeting by the USNA’s IRB and approved by the Superintendent before the research 
can be initiated.  As part of its review, the USNA’s IRB may invite subject matter experts to 
determine (a) if the research proposal is acceptable for the research discipline area, (b) if it 
provides the maximum amount of protections possible for the human subjects involved in the 
project, and (c) if the proposed research justifies the risks. Circumstances which may warrant 
additional scrutiny include: 



 
• complex projects involving unusual levels of risk. 
• medical protocols or physical interventions not initiated by medical     
   professionals. 
• projects by investigators with a history of non-compliance and/or      
  research misconduct. 
• any other situation deemed necessary by the USNA’s IRB to make an 
appropriate decision that the proposed project methodology protects the 
well-being of the human subjects and the data about the human subjects. 

 
b.  During its initial approval review, the USNA’s IRB will consider whether the degree of 
risk to the human subjects in the proposed research requires the IRB review more frequently than 
once per year.  The duration of research approval will be determined on a case by case basis, 
never to exceed one year.  As a condition for its recommendation of approval to the 
Superintendent, the IRB may require modifications to the proposed protocol and/or to the storage 
of and access to the collected data. 
 
c.  During its review and in its approval recommendation to the Superintendent, the USNA’s 
IRB may require additional protections for human subjects, beyond those proposed by the 
investigator. Under no circumstance will the IRB, the USNA HRPP Office, or the 
Superintendent relax protections for human subjects proposed by the principal investigator. 
 
d.   The USNA HRPP Office will notify the principal investigator, in writing, of the USNA’s 
IRB recommendations to the Superintendent regarding the proposed research and final approval 
or disapproval decision. 

 
1. Recommend Approval as Submitted: If the USNA’s IRB, via a convened 

meeting, recommends that the Superintendent approve the proposed research protocol and the 
Superintendent subsequently approves it, that decision will be recorded via a unique approval 
number in the IRB database and the PI will be notified. Following notification 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. The PI must retain a copy of the evaluation outcome of the 
project in his/her records. 

 
 2. Recommend Approval with Conditions:  If the USNA’s IRB, via a convened 
meeting, determines that the proposed research protocol could be recommended to the 
Superintendent for approval with minor changes to the protocol, it may conditionally approve the 
protocol with a specific list of proposed changes.  The USNA HRPP Office will interact with the 
principal investigator to inform him or her of the changes required for approval.  If the Principal 
Investigator agrees, in writing, to the conditions required by the IRB, then the research protocol 
will be recommended for approval to the Superintendent without further consideration at a 
convened IRB meeting. Once the protocol has been approved by the Superintendent and 
recorded via a unique approval number in the IRB database, the PI will be notified. Following 
notification of the approval, the PI may begin work on the project, within the parameters of the 
approval.  The PI must retain a hardcopy of the evaluation outcome of the project in his/her 
records. 



 
 3. Defer.  If the proposal lacks sufficient information concerning the nature of the 
research, the risks to human subjects, or any other aspect of the proposed research, or if the IRB 
has concerns about specific aspects of the proposed research that would prevent the IRB from 
recommending the proposed research to the Superintendent for approval, the IRB may vote to 
defer the protocol for additional consideration.   The USNA HRPP Office will interact with the 
principal investigator to gather more detailed information on the proposed project and to share 
the concerns raised by the IRB.  The principal investigator will be given the opportunity to 
submit a revised protocol, which will be reviewed at a subsequent meeting under the procedures 
of this section.   

 
4. Not Recommended for an Approval: If the IRB, after consideration of a proposed 

research protocol at a convened meeting, collectively determines that the proposed research does 
not comply with the requirements for non-exempt research with human subjects or is otherwise 
inconsistent with the guiding principles of the USNA Human Research Protection Program, it 
will make a “Not approved” endorsement for the protocol.  In general, final “Not Approved” 
endorsements will not be made until an investigator has been given the opportunity to respond to 
the concerns raised by the IRB.  Reasons for “not approve” endorsements include, but are not 
limited to: 

 
a. Proposed research that involves significant risks to the human subjects  

where the risks have not been addressed with adequate protections for the persons involved or if 
the data to be collected have not been afforded sufficient safeguards, 
 
  b. Proposed research that involves risks to the human subjects where the 
USNA’s IRB determines that the risks are too significant (regardless of the proposed protections) 
to justify approval, 
 
  c. Proposed research that fails to satisfy any other regulatory criteria 
necessary for approval of non-exempt research with human subjects. 

 
17.5  Approval Period for Projects Involving Human Subjects 
 
a.  Research projects that involve human subjects either directly or indirectly, or personal 
data about identifiable human subjects, may be approved for a period of not more than one 
calendar year from the date of the recommendation of approval by the USNA’s IRB or the IRB 
Chair to the Superintendent. 
 
b.  Approval of a human subject research project remains in effect only to the extent that the 
principal investigator conducts the research as proposed and as approved. 
 
c.  Changes to the approved research protocols require review, via an amendment process, 
by the IRB Chair or by the USNA’s IRB (as appropriate to the level and risks to the human 
subjects) and subsequent approval by the Superintendent.  If the project research methodology is 
altered, the data use is changed, etc., from that of the approved project, and the PI does not 



submit an amendment to the USNA’s IRB for review of the changes, the original approval of the 
research project is immediately null and void. 
 
17.6  Disputes 
 
a.  In the event of a “not approved” recommendation to the Superintendent by the USNA’s 
IRB, the principal investigator for the project may provide additional written arguments and 
supporting materials to the USNA HRPP Office for further consideration by the IRB. In addition, 
the PI may request an opportunity to meet with USNA’s IRB members to discuss the proposed 
project and the negative evaluation of the IRB. Guidance on how this request is made and the 
timeline for doing so is available from the USNA HRPP Office. 
 
c.  A “not approve” recommendation on a research protocol by the USNA’s IRB may not be 
overturned or disregarded by the Superintendent, such that the “not approved” recommendation 
results in an approved protocol. 
 
d.  A research protocol that is recommended for approval by the USNA’s IRB but is 
subsequently not approved by the Superintendent may not be submitted to the Secretary of the 
Navy, to the Navy Surgeon General, to DON HRPP, and/or to another command for a reversal of 
the Superintendent’s decision. 
 
e.  At the direction of the Superintendent, a research protocol that is not approved via the 
USNA’s IRB / IO process can be submitted by the USNA HRPP Office to the Department of the 
Navy’s Human Research Protection Program (DON HRPP) office for a review opinion.  The 
feedback from DON HRPP must be provided to the USNA’s IRB as ancillary information, and 
must be considered in a convened meeting of the IRB.  Based on the DON HRPP information in 
the context of the earlier protocol submission, the USNA’s IRB can reverse its “not approved” 
recommendation or it can affirm its original “not approved” recommendation.  
 
f.  A recommendation by the USNA’s IRB that a research protocol be approved can be 
overturned by the Superintendent if it is determined that it is in the best interest of USNA, 
NAPS, DoD, DON and/or the prospective humans subjects that the project not proceed. 
 
g.  A “not approved” recommendation by the USNA’s IRB cannot be countermanded by a 
Division Director or by a member of the Senior Leadership Team (SLT), such that the protocol is 
subsequently forwarded to the Superintendent for approval. 
 
17.7   Appeals 
 

If, after meeting with the USNA’s IRB, the principal investigator for a protocol remains 
dissatisfied with the IRB evaluation, he/she may submit an appeal of the “not approve” 
recommendation. 

 
a.  Per reference (c) of Enclosure (1), the appeal must be written and it must be signed by the 
principal investigator and dated. 
 



b.  The written appeal must be addressed to the USNA HRPP Office, via the principal 
investigator’s chain-of-command and appropriate SLT member. 
 
c.  The PI’s chain-of-command and/or SLT member (as appropriate to the affiliation of the 
principal investigator) may or may not choose to mediate further discussion between the 
principal investigator, the USNA HRPP Office and the IRB. 
 
d.  Once any mediation /appeal has concluded, the ultimate evaluation of and “not approved” 
recommendation by the USNA’s IRB is final. There is no further appeal. 
 
e.  If mediation facilitated by the principal investigator’s chain-of-command and SLT 
member does not reverse a “not approved” recommendation by the USNA’s IRB to the 
Superintendent, then no other USNA administrator may overturn the IRB’s “not approved” 
recommendation. 
 
17.8  Amending 

a.  Amending an Approved Project: If the principal investigator wishes to change any 
aspect(s) of an approved project, the PI must submit an amendment to the USNA HRPP Office. 
Changes to a project might include, but are not limited to, increasing the involvement of the 
human subjects, altering how the human subjects are involved, change in investigator, change in 
recruitment and modifying how the human subject data generated in the project will be used. All 
amendments to a project must be submitted to the USNA HRPP Office for review.  
 
b. Substantive amendments to non-exempt research protocols must include a revised 
protocol description that accurately describes the proposed research protocol as amended, in 
addition to the USNA HRPP Amendment form that highlights the proposed changes. 
 
c.  Upon receipt of a complete amendment to an approved project, the USNA HRPP Office 
will initiate the USNA’s IRB review of the amendment. The review will either be conducted at 
the next IRB meeting for greater than minimal risk research or through expedited review 
procedures for certain kinds of research involving no more than minimal risk, and for minor 
changes in approved research (reference c).   
 
d.  All amendments to a research protocol, informed consent documents of the research, and 
supporting documentation of the project must be submitted and reviewed via the USNA’s IRB 
process, documented by the IRB Chair, Vice Chair or IRB within an internal reviewer form and 
subsequently approved by the Superintendent prior to the implementation of any aspect of the 
proposed changes to or alterations of the project. If an amendment is reviewed and approved 
through expedited review procedures the IRB will be informed of all changes to research at the 
next IRB meeting.  
 

1.  The principal investigator should never presume that a proposed change  
of a project can be undertaken without a review by the USNA’s IRB and a subsequent approval 
of the proposed change by the Superintendent.  
 



2.  The original protocol approved by the Superintendent can proceed, as approved, 
while the amendment(s) to the original project is (are) being reviewed by the USNA’s IRB and 
acted upon by the Superintendent. 
 

3.  The proposed changes to an approved project cannot be implemented until after 
the PI has received notification from the HRPP Office of the approval recommendation by the 
USNA’s IRB and of the approval decision by the Superintendent on the requested change(s), 
except when necessary to eliminate apparent immediate hazards to the subject. 
 

 


