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Form 2 
PROTOCOL APPLICATION   
 Expedited or Full Review 
Please submit this form to the Academy’s HRPP Office if you believe the risk to human subjects is minimal or greater than 
minimal. If you are not sure what level is appropriate, you may consider submitting the Protocol Application for Negligible 
Risk (Enclosure 1).  Please refer to the Academy’s HRPP Policy Manual for more information.   
Only 
complete applications can be reviewed for action. 
For additional guidance, please contact the Academy’s HRPP 
Office at 410-293-2533 or 
HRPPoffice@usna.edu
.  
PART I: BACKGROUND INFORMATION 
Principal Investigator:
The principal investigator can be USNA faculty, staff, administrators, or midshipmen.   
Department/Office:
Phone:
Mail Stop:
Email:
Co-Investigators/Institutional affiliation/Credentials (list all): 
Faculty mentors for midshipmen projects are co-investigators. 
Required attachments of all protocols: 
Completed pro
tocol
Evaluation of Scientific Merit (Form 3)  
The principal investigator and all co/collaborating investigators must hav
e completed DO
N CITI Training 
for Principal Investigators. Enclose the training certificate
for 
each investigator.
Endorsement from the department chair/immediate supervisor, division/director, and appropriate member 
of the Senior Leadership Team (Form 4)
Affirmation of Research Integrity
for all co/collaborating
investigators
(Form 5
and 5
-
A
)
.
External/extramural investigators (Form 6) 
–
if applicable
Any supporting documentation, including survey instruments, questions for focus groups, and informed 
consent documents which e
xplain or clarify the research proposal.
FOR ACADEMY’S HRPP OFFICE USE ONLY: 
NOTE:  Principal investigator must refrain from starting any data collection activity or 
solicitation of participants on a human subject research project until after the PI has received a 
project approval number, in writing, from the Academy’s HRPP office. 
Tracking Number
Date Received by HRPP Office
Application #
 PART II: RESEARCH PARAMETERS 
Please answer 
each question
YES
NO
In your 
opinion
, does the research involve human subjects or data about human 
subjects in any form?
YES
NO
Is the proposed research of m
inimal risk
where the harm or discomfort 
anticipated is not greater than 
that encountered in daily life
?
YES
NO
Does your proposed research involve the collection or recording of information 
which, if known outside of the research team, could potentially place subjects at 
risk of personal injury; criminal, civil, or conduct liability; be stigmatizing; or be 
damaging to the subject's financial standing, ability to be commissioned, or 
personal or professional reputation?
YES
NO
Is your proposed research 
Classi
fied?
YES
NO
Does your proposed research involve clinical studies of drugs and medical 
devices?  
YES
NO
Does your proposed research include collection of blood samples by finger stick,
heel stick, ear stick, or venipuncture? 
YES
NO
Is the proposed research a prospective collection of biological specimens by 
noninvasive means? 
YES
NO
Is the proposed research a collec
tion of data through noninvasive procedures 
routinely employed in clinical practice, excluding procedures involving x-rays or 
microwaves?
YES
NO
Does
the proposed research 
involve materials (data, documents, records, or 
specimens) that have been collected, or will be collected solely for non research 
purposes (such as medical treatment or diagnosis)?
YES
NO
Does the proposed research involve the collection of data from voice, video, 
digital, or image recordings? 
YES
NO
Is the proposed research on individual or group characteristics or behavior 
(including, but not limited to, research on perception, cognition, motivation, 
identity, language, communication, cultural beliefs or practices, and social 
behavior) or research employing survey, interview, oral history, focus group, 
program, evaluation, human factors evaluation, or quality assurance 
methodologies?
YES
NO
Does t
he proposed research involve the collection of information regarding 
sensitive aspects of subjects' behavior (e.g., drug or alcohol use, sexual behavior, 
or illegal, 
unethical, or dishonorable conduct)?
YES
NO
Do you int
end to publish or present the findings? 
PART III: RESEARCH POPULATION 
Please select the populations which will be used as research subjects (including data about them) in the 
study. (Check all that apply.) 
Midshipmen 
(Sample of Population)
Midshipm
en Candidates (NAPS)
(Sample of Population)
Faculty (including tenure
-
track and visiting faculty)
Civilian employees
Military personnel assigned to the Naval Academy complex
Civili
an contract employees engaged in work connected to or in support of USNA activities
Residents of the Naval Academy and their families
Candidates, sponsor families, and guests participating in USNA
-
sanctioned activities
or functions
Populations connected to or associated with the Naval Academy who are not otherwise covered by human subject research protections via other DOD/DON policies. 
Prisoners
Children (minors 
under the age of 18, including midshipmen/candidates/applicants 17 or younger)
Those who are mentally or cognitively disabled
Pregnant women
Economically or educationally disadvantaged persons
Another population will be used (explain below)
PART IV: INFORMED CONSENT 
Voluntary informed consent is a fundamental precept to ethical research with humans, and as such, it begins with 
subject recruitment.  Every care must be taken to identify eligible participants for a research study, to educate 
the possible participants and their legal guardians (as appropriate) to the goals and methodologies of the study, 
and to allow each selected recruit the opportunity to refuse to participate in the study.  Informed consent or 
parental permission and assent must be obtained and documented except when the IRB explicitly waives or alters 
those requirements. However, there are specific circumstances where the documentation for informed consent 
can be waived or modified.  Please contact the Academy’s HRPP Office at 410-293-2533 or 
HRPPoffice@usna.edu
  for guidance and assistance. 
NOTE: “Minimal risks” are defined as the probability and magnitude for harm or discomfort anticipated in the 
research which is not greater, in and of itself, than those ordinarily encountered in daily life or during the 
performance of routine physical, psychological, or physiological examinations or tests.  “Harm” can be 
personal injury; criminal, civil, or conduct liability; be stigmatizing; or be damaging to the subject's 
financial standing, ability to be commissioned, or personal or professional reputation
. 
*****
* Informed Consent Documents should state that this is for “
Research Purposes
”******
YES
NO 
Is there 
a full disclosure of the name(s) and contact information for the 
principal investigator (PI) and for the USNA and non-USNA sponsor(s) of 
the research project?
YES
NO 
Is there 
a full disclosure of the name(s) and contact information for the 
USNA and the non
-
USNA collaborator(s) on the research project?
YES
NO 
Does it include 
a detailed explanation of the purposes of the research?
YES
NO 
Is the 
expected time duration for persons who choose to participate in the 
research
disclosed?
YES
NO 
Is there 
a summary of the procedures and methodologies to be followed in 
the project?
YES
NO 
Is 
a detailed description of any procedure that is experimental in nature
included?
YES
NO 
Is 
a description of any foreseeable risks or discomforts, and the expected 
levels of these risks or discomforts, to persons participating in the research 
provided? 
YES
NO 
Is th
ere 
a description of any benefits to the persons participating in the study 
or to others that may reasonably be expected from the research?
YES
NO 
Is 
a statement, if applicable, describing appropriate alternative proce
dures or 
courses of treatment that might be advantageous to the persons participating 
in the research
provided?
YES
NO 
Is there 
a statement regarding the anonymity or confidentiality of the persons 
participating in the study?   
If records identifying the human subjects will be maintained, the informed consent form must indicate 
the extent to which these records will be kept confidential, who will maintain the data, and who will 
have access to the raw data during the res
earch and beyond.
YES
NO 
Is 
the contact information for the PI’s immediate supervisor for relevant 
questions about the research practices proposed by the PI included?  
YES
NO 
Was 
t
he contact information for the Academy’s HRPP office
included
, in the 
event that the participants in the research project have questions about their 
rights and about any research
-
related injuries
?
YES
NO 
Is 
a statemen
t that participation in the proposed research, survey or study is 
voluntary, that refusal to participate will involve no penalty or loss of 
benefits to which the subject is otherwise entitled, and that the subject may 
discontinue participation at any time without penalty or loss of benefits to 
which the subject is otherwise entitled
provided?
Where appropriate, the human subjects participating in research may be provided with additional information.  
As a condition of approval for the study, the Superintendent may require the PI to provide some or all of the 
following to those persons choosing to participate in the study, depending on the level of risk and the research 
design. 
Please indicate which, if any, of these items are included in the informed consent. 
A statement that the particular treatment or procedure may involve
unforeseeable risks to the 
persons participating in the research. 
A statement that outlines the anticipated circumstances under which the subject’s participation 
may be terminated by the investigator without securing the subject’s cons
ent.  
A statement that outlines any additional costs to the subject that may result from his or her 
participation in the research.
A statement that explains the consequences that may result from a subject’s decision t
o withdraw 
from the on
-
going research project. 
A statement that explains the procedures for orderly termination of participation by the person.
A
statement that significant findings developed during the course of the 
research may relate to the 
subject’s willingness to continue participation; and
A
statement that provides the approximate number of persons participating in the research.
None of these additional protections are propos
ed.
Waiver or Modification of Informed Consent Documentation (if applicable) 
Are you going to request a waiver or modification to the requirement for 
documentation
or the 
process
of informed consent?
If YES, please complete the next questions.   
NO 
YES
Does the research involve more than minimal risk?
Will the waiver/alteration adversely affect the rights and welfare of the subjects?
Can the research practically be carried out without the waiver or alteration?
When appropriate, will the subjects be provided with pertinent information after 
participat
ion?
NO 
YES
NO 
YES
NO 
YES
NO 
YES
PART V: RESEARCH PROTOCOL 
Please enclose a complete protocol using the Protocol Template (next page) that includes, but is not 
limited to, the following items.  The checklist and protocol template are designed to ensure that all 
required elements are addressed.  If the research item does not apply, leave the checkbox blank. 
Research
title
Statement of research purpose, including the value to USNA, Navy, Marine Corps, or field of 
study.
Detailed explanation of research methodology
D
escription of any foreseeable risks or discomforts
(if applicabl
e).
Equipment, devices, or other resources (other than office supplies) that will be used
Explanation on the research population and how the research sample will be selected
Samples of data collectio
n instruments (surveys, focus group or interview questions).
Data collection and management plan, including data security and access.  If other than 
unclassified data, explain how the data meet the standards appropriate to the level of s
ecurity.
Samples of informed consent documentation.
Summary of investigator’s experience, education, and expertise in the field of study.
PROTOCOL TEMPLATE 
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