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Why an IRB? 

• The Academy’s Institutional Review Board (IRB) is 
an administrative body, composed of scientists, 
engineers and nonscientists, appointed to safeguard 
the welfare and rights of and the data about human 
subjects recruited to participate in research projects 
conducted under the authority of the U.S. Naval 
Academy.  



 

USNA Population? 

• Members of the Brigade of Midshipmen at USNA 
• Midshipmen candidates at NAPS 
• Civilian and military faculty at USNA 
• Civilian employees at USNA 
• Military personnel assigned to the Naval Academy complex 
• Civilian contract employees engaged in work connect to or in 

support of USNA activities 
• Residents of the Naval Academy and their families 
• Candidates, sponsor families, visitors, and guests participating 

in USNA-sanctioned activities or functions 
• Populations connected to or associated with USNA who are not 

otherwise covered by HSR protections via other DoD/DON 
policies 
 

• Note: “USNA” includes “NAPS”  
 



 

Undue Influence 
• Influence can be defined as the capacity or power of persons or 

things to be a compelling force on or produce effects on the 
actions, behavior, opinions, etc., of others. 

 
• All research must be completely VOLUNTARY. 

 
• Examples of  potential relationships where there might be 

perceived undue influence are student-teacher, officer-enlisted, 
etc. 

 
• Reducing the potential:  
 1) Before being asked to participate, subjects should be 
informed that the instructor will not know who did not participate 
(until after grades have been assigned). 
 2) Have another instructor recruit or do the informed 
consent process for your class. 

 

 



 

What is Research? 

• Research is a systemic investigation designed to 
develop or contribute to “generalizable knowledge” 
including but not limited to any project, task, pilot 
study, experiment, investigation, study, clinical 
study, evaluation, or developmental effort or similar 
undertaking.(32CFR219) 
 



 

What are Human Subjects? 

• A living individual about whom an investigator 
(whether professional or Midshipmen) conducting 
research obtains data through interventions or 
interactions with the individual; and/or uses 
identifiable private information about an individual. 

 



 

Course Evaluations 

• Course evaluations are not considered research for 
the purposes of applying the Code of Federal 
Regulations (32 CFR 219) and you are not required to 
submit a protocol for review to the USNA IRB. 

 
• The submission which involves voluntary course 

evaluation by midshipmen is for the purposes of 
internal evaluation and program development.  This 
does not constitute a systematic evaluation for the 
purpose of creating “generalizable knowledge” and 
therefore does not meet the definition of research as 
given at 32 CFR 219.  As such there is no need to 
submit your proposal for IRB review.  



 

Can Evaluations be Research 

• Once you add questions to the course evaluations 
for your own purpose the “Intent” has now changed 
and it can become research.  

• Please see the IRB before giving evaluations if you 
already know that you may want to 
publish/externally or present results  

• It is understood that course evaluations are for 
internal purposes only and are not intended for 
external distribution, presentation or publication. 
Should this change at any point in the future please 
contact the HRPP Office 
 



 

Determinations 

 
• Is the proposed work/project research?* 

 
 
 
 
 
 
 

• *Investigators shall not make these decisions 
(SECNAVINST 3900.39D, 4b(1)) 
 



 

Who Determines Risk? 

• No one can be objective about their own work 
• People underestimate the risks involved in things 

familiar to them 
• People overestimate the benefit of things that are 

important to them 
• The principal investigator (PI) is not the one to 

determine risk level, nor can anyone in the PI’s chain 
of command 



 

  Other-than-research &“not HSR” 

• Quality Improvement 
• Process Improvement 
• Quality Assurance 
• Program Evaluation 
• Public Health 
   - Surveillance 
   - Emergency Response 



 

Gray Areas 

• When uncertain “…  the general rule is that if there is 
any element of research in an activity, that activity 
should undergo review for the protection of human 
subjects.“ 

 
 
 
 
 
 
The Belmont Report 1979 



 

Final Determination 

• Proposed work/project is NOT research with human 
subjects… 

 
  -  Document determination 
  -  Document rationale supporting determination 
  -  Keep records  

 



 

Final Determination 

• Proposed work/project… 
 
            … IS research with human subjects… 



 

Review Process  
&  

Types of Reviews 



 

Types of Reviews 

• Review to determine risk level and review process: 
 
 - Minimal risk – HSR may meet criteria for exempt or 

expedited review procedures 
 
 - Greater than minimal risk or Not expedited criteria  

HSR must be reviewed by convened IRB 

Risk Level determines Review Process 



 

Minimal Risk 

• Minimal risk means that the probability and 
magnitude of harm or discomfort anticipated in the 
research are not greater in and among themselves 
than those ordinarily encountered in daily life or 
during the performance of routine physical or 
psychological examinations or tests. 
 
 
 
 

 
32 CFR 219.102(i) & 21 CFR 56.102(i) 



 

Review Process 

1. Develop Protocol 
2. Contact HRPP Office  
3. Fill out Form 1 or 2 (Application) 
4. Form 3 Scientific Review 
5. Form 4 is Endorsements* 
6. Your Affirmation (Form 5) 
7. Completed CITI Training (http://www.citiprogram.org) 
 
 
 
8. IRB/Chair Review 
9. Superintendent Review (Approval) 
10. HRPP/Superintendent will then send Approval to PI 

 
 

* Endorsements: Chain-of-Command: Department Chair/immediate supervisor, Division Director/Department 
Head/Office Director or the appropriate member of the Senior Leadership Team 

http://www.citiprogram.org/


 

Approval Authority 
Civilian Institutions 

 
 

• IRB Chair Reviews & 
APPROVES 

 
 
 
• Research can begin 

with IRB approval 
 

Military Institutions  
 

• IRB Chair Reviews and 
Recommends 
 

• Supe APPROVES 
 
• Research can begin 

with Supe* approval 
 
 

*or higher Surgeon General (SG) 
or Secretary of the Navy 
(SECNAV) 
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