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9.0.0.2.20120627.2.874785
NPS Institutional Review Board 
Initial Review Application 
(new research protocol) 
  
Purpose: 
The Initial Review Application is used to submit new research projects involving the use of human subjects to the IRB for review and approval by the NPS President. 
 
Form Instructions:  
Only complete packages are reviewed by the HRPP Specialist.  To ensure your application package is complete, refer to the initial review guidance document at the end of this application. Please note all IRB application packages must include a copy of each investigator's completion of CITI ethics training.  Submit packages to IRB@nps.edu for review.   An IRB administrator will contact you if additional information is required.  For questions regarding this form or process, call the HRPP Specialist at 831-656-2998 or send an email to IRB@nps.edu.   
 
MAC users, please use Adobe Reader for Macintosh. Do not use Apple Preview.  Free Adobe reader can be found here.
                                                      
 Form Updated 3/24/17                                                        (IRB  Office Only) Protocol Number: _________________________________________
A. Protocol Basics
2. Researchers. List all researchers.  Attach CITI Training Completion Reports for each investigator.  The IRB does not keep copies of CITI completion reports on file. 
Principal Investigator
Name		
Title or Rank		
Dept.  or Outside Org. Name
Investigator 
Roles and Responsibilities in the Research
Co-Investigators and Student Investigators
Name		
Title or Rank		
Dept. or Outside Org. Name
Investigator 
Roles and Responsibilities in the Research
4. Is this research part of a sponsored  project (e.g., reimbursable, RIP, NRP)?
Yes.  List the job order number (JON):
 
5. Are you requesting an Exempt IRB review?  If you believe the research meets an exempt review category please check "Yes" and provide the category number.  A description of the categories is  provided in the IRB Guidance Document found at the end of this application. If requesting an exempt review the following documents are not required:
 
- Scientific Review Form
- Recruitment Script
- Consent Form 
- Consent Waiver Forms
 
 If determined "not exempt" by the IRB, the above documents will be required.  
 No.
Yes. Exempt review category:
B. Research Summary
6. Summarize the objective(s) of the research including purpose, research question, hypothesis & background information, literature, etc. 
7. Describe the research study design. 
8. Describe in detail the tasks subjects will be asked to perform and the amount of time it will take to complete each task. 
9. Where will the research be performed?
10. Are research subjects or research data located  OCONUS?
11. Does the research involve the use of existing records?
 Example of existing records are AARs, personnel records, medical records, databases, etc. 
Yes. Describe the records below. Include the data variables and the number of records to which you will have access.
11b. Are the records private (not available to the general public)? 
11c. For what purpose will these records be used?
Other. Describe below. 
12. The following areas of research require approval outside of NPS. Check all that apply. 
C. Subject Population & Recruitment
13. Subject Populations. Check all that apply. 
Military Personnel (outside NPS)
 Government Contractors
Foreign Nationals outside the U.S.
DoD Personnel (outside NPS)
Children, under 18 years old
Pregnant Women or Fetuses
NPS Students
Elderly, over 70 years old
Non-English Speakers
NPS Civilian Employees
General Public 
14. Describe subject inclusion and exclusion criteria. 
15. Provide the sample size (ex: 75) or range (ex: 75-100) and the rationale for why that number is chosen. 
16. Will compensation be given to research subjects? Compensation may be monetary, raffles, meals/snacks, extra credit, etc.  Reference DoDI 3216.02 for guidance on compensating research subjects.
Yes. Describe what the compensation consists of and the purpose for offering it. 
17. Describe how potential subjects will be recruited to participate in the research. 
18. How will you minimize coercion and undue influence during the recruitment process?
D. Risk & Benefits
19. Does the research involve any of these possible risks or discomforts to subjects? Check all that apply.
Use of deception
Social or economical risk
Presentation of materials that might be considered 
Physiological risk
Physical risk
sensitive, offensive, threatening or degrading
Employment risk
Probing for personal or sensitive info 
Manipulation of physiological or social variables 
Legal risk
Possible invasions of privacy of subjects or 
such as sensory deprivation, social isolation, 
family
psychological stresses 
20. Describe any foreseeable risks or discomforts associated with the research. 
21.  Explain what steps will be taken to minimize risks and discomforts (mentioned in Q19-20) and to protect subjects' welfare. 
22. Provide a description of the potential benefits of this research for individuals, subjects, society, military or DoD/DoN. Explain how risks are reasonable in relation to anticipated benefits. 
E.  Data Security & Monitoring
23. Will you record identifiers such as name, social security number, DoD ID #, address, telephone number or any combination of demographic data that could lead to the identification of a participant? 
Yes. Explain below why it is necessary to collect these identifiers, state if you will use a coding system to protect against disclosure of identifiers and state when PII will be destroyed.
24. Will you audio or video record subjects? 
Yes. Describe what will be recorded, why you are recording, if the recording will be transcribed and how you will safeguard the recording. 
25. How will data and consent forms be kept confidential during collection, analysis, and long term storage after completion of the research? Please note electronic PII may only be stored on the NPS network. 
26. When appropriate, a research plan is required to make adequate provisions for monitoring the data to ensure safety of subjects. Will you monitor data collection? 
Yes. Describe the monitoring procedure below. 
F. Consent Procedure (If requesting exempt review skip to Q29)
27(a). DoD regulations require that you obtain consent from subjects prior to data collection unless a waiver is approved by the IRB. Are you requesting a waiver of consent? A waiver of consent is required if you do not intend to have subjects read and sign a consent form. 
27(b). DoD regulations require subjects to sign the consent form unless a waiver is approved by the IRB. Are you requesting a waiver of signed consent?  A waiver of documented consent is required if you plan to provide a consent form to subjects, subjects will read and acknowledge it, but will not sign a consent form (e.g. online survey, phone interview, etc.)
27(c). DOD regulations require that you provide a consent document to subjects (electronically or in hard copy) unless waived by the IRB. Are you requesting a waiver from the requirement to provide subjects with a consent form?
27(d). DOD regulations list 14 elements of informed consent that are required to be provided to subjects in the consent form script unless waived by the IRB. Are you requesting to exclude any of these elements?  A waiver is required if the research involves deception.
28. Will you quote subjects? Please note: when quoting, signed informed consent is required. 
29. Describe how you will obtain consent from subjects and how the potential for coercion or undue influence will be minimized.  Note: if requesting a consent waiver please state that here. 
Appendix A - Request Waiver of Documented Consent
1. Did you check "Yes" on question 27(b) or 27(c)?
2. Waiver request type. 
3. Waiver applies to the following subject populations:
Note: Please state if the waiver request is for all subjects or certain subject populations. For example if your research involves only a online survey the waiver will request will befor the entire population. If your research involves interviews then the waiver request will only apply to subjects who participate over the phone.
Waiver Criteria
To be approved waiver criteria found in 4a or 4b must be affirmative.  
 
4a. Does the research meet the following criteria?
- The research involves no more than minimal risk to subjects. 
- Research involves no procedures for which written consent is normally required outside the research context.
- The information to be presented to subjects (which must be provided in written form as part of the IRB application), includes all required 
   and any additional elements of informed consent.  
 
 4b. Does the research meet the following criteria?
- The only record linking the subject and the research is the consent document. 
- Each subject will be asked whether he or she wants documentation linking the participant with the research, and the subjects' wishes will 
   govern.  
- The information to be presented orally to subjects (which must be provided in written form as part of the IRB application) includes all 
   required and any additional elements of informed consent.  
Appendix B - Request Waiver of Consent or Elements of Consent
1. Did you check "Yes" on question 27(a) or 27(d)?
2. Are you requesting a waiver of consent?
3. Does the research involve experimental subjects?  
Research involving a human being as an experimental subject: An activity, for research purposes, where there is an intervention or interaction with a living individual for the primary purpose of obtaining data regarding the effect of the intervention or interaction (DODI 3216.02).
4. Is the research regulated by the FDA? 
5. Are you requesting to waive one or more elements of informed consent (use of deception)?
6. Waiver applies to the following subject populations:
Note: Please state if the waiver request is for all subjects or certain subject populations. For example, if your research involves use of pre-collected data (personnel records, training records, lessons learned, etc.) this request would be for all persons represented in the data set. 
 
Waiver Criteria
To be approved waiver criteria found in 7a or 7b must be affirmative.  
 
 
 7a. Does the research meet the following conditions? 
- The research involves no more than minimal risk to subjects. Minimal risk means that the probability and magnitude of harm or 
  discomfort  anticipated is not greater in and of themselves than those ordinarily encountered in daily life.
- The waiver or alteration will not adversely affect the rights and welfare of subjects by not obtaining consent.  
- The research cannot practicably be carried out without the waiver or alteration. 
- When appropriate, the subjects will be provided with additional pertinent information after participation.   
 7b. Does the research meet the following conditions? 
- The research is conducted by or subject to the approval of state or local government officials.
- The research is designed to study, evaluate, or otherwise examine:
       - Public benefit or service programs
       - Procedures for obtaining benefits or services under those programs
       - Possible changes in methods or levels of payment for benefits or services under those programs
- The research cannot practicably be carried out without the waiver or alteration. 
Principal Investigator Statement of Assurance
I certify that the information provided in this application is complete and accurate. 
 
I understand that as the Principal Investigator (PI), I have ultimate responsibility for the conduct of the study, the activities of all other investigators listed on the protocol, the ethical performance of the project, the protection of the rights and welfare of human subjects, and strict adherence to the study protocol. 
 
I understand that human subject research activities, including recruitment, may not commence until the Institutional Review Board (IRB) completes its review and, if determined not to be exempt, the Institutional Official (IO) approves. 
  
I will not implement changes to approved research without IRB and IO approval except when necessary to eliminate apparent immediate hazards to the subject and will submit an amendment to the IRB within 5 business days. 
 
I will inform the IRB Chair or Vice Chair, and the Medical Monitor (if  one is assigned) of any unanticipated problems involving risks to subjects or others (UPIRTSOs) within 24 hours. I will submit a UPIRTSO report form to the IRB within 5 business days. 
 
I have no conflict of interest preventing me from performing this research. 
 
I will maintain all research records on file. Records include but are not limited to: approved initial review protocol/amendments/continuing reviews, CITI ethics training records for each member of the research team, correspondence with the IRB, research data and notes, consent forms, UPIRTSO reports, and research agreements.
 
I recognize that the IRB has the authority to observe (or have a third party observe) the consent process and the conduct of research, and to inspect all research records at any time.
 
I understand that a continuing review of the research must be reviewed by the IRB and approved by the IO before the expiration date or all research activities including interaction with subjects and personally identifiable data must stop. 
 
I understand that I must submit a final report to the IRB upon expiration of the protocol for all non-exempt research. 
 
I have read, understand, and agree to follow the NPS Instruction on the Protection of Human Subjects. 
Initial Review Application Checklist
Before submitting your application package please ensure the following is included. 
Yes
N/A
Item
IRB Initial Review Application is complete and signed by the PI. (For student research the PI is the advisor.) 
Conflict of Interest Disclosure form signed by each member of the research team. 	
Consent form(s) is/are attached. Not required if requesting an exempt review.	
All data collection tools are attached (survey, questionnaire, interview questions, etc.).         
Recruitment materials are attached (phone scripts, e-mail scripts, flyers, presentations, URLs, etc.). Not required if requesting an exempt review.	
Scientific Review form is signed by your Department Chair (area chairs sign in GSBPP) or other designated reviewer. Not required if requesting an exempt review.	
If subjects are from another command, institution, or agency, attach approval from that organization. Approval may be provided through email or on official letter head.         
Copy of the approved thesis or research proposal (student or funded research proposal) is attached.	
Copy of CITI ethics training certificates for each member of the research team is attached. For information on CITI training see below.          
IRB Application Guidance Document 
This document will help ensure you provide the information necessary for the IRB to review your research.
Research Basics 
 
Title of the Research. Please ensure the title listed is consistent across all IRB application documents. 
 
2. Researchers. The Principal Investigator (PI) is the researcher who is ultimately responsible for the conduct of the research. For student research the PI is the thesis advisor. Please list each person's role and responsibility in the research (i.e., obtain informed consent, recruit subjects, analyze data, design data collection tools, write paper, etc.). Investigators who are unaffiliated with NPS  (including contractors) are not covered by the NPS assurance to conduct research with human subjects and may be required to obtain assurance. For additional information contact IRB@nps.edu. 
 
3. Estimated date of completion. If research is in support of a student project please list a the student's graduation date. 
 
4. Is this research part of a reimbursable project? If yes, provide the Job Order Number (JON).
 
5. Research Review Type.  If an investigator believes the research meets an exempt category the investigator may request an exempt IRB review by checking the box and listing the review category number.  The below documents are not required if submitting an exempt package.  If determined to not meet an exemption category by the IRB during the review process, the investigator will be required to submit additional documents.
 
- Scientific Review
- Recruitment Script
- Consent Form  
- Consent Form Waivers 
 
 Note:
- Research involving prisoners does not qualify for exempt review.
- Survey  and interview research involving children does not qualify for exempt review.
- Observational studies of children may qualify as exempt if the investigator does not participate in the activities being observed.
 
         Category 1. Research conducted in established or commonly accepted educational settings, involving normal educational
         practices, such as:
         (i) research on regular and special education instructional strategies, or
         (ii) research on the effectiveness of, or the comparison among instructional techniques, curricula, or classroom management
         methods.
 
         Category 2. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey
         procedures, interview procedures or observation of public behavior, unless:
         (i) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers
         linked to the subjects; and
         (ii) any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of
         criminal or civil liability or be damaging to the subjects' financial standing, employability, or reputation.
 
         Category 3. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey
         procedures, interview procedures, or observation of public behavior that is not exempt under paragraph (b)(2) of this
         section, if:
         (i) the human subjects are elected or appointed public officials or candidates for public office; or
         (ii) federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be
         maintained throughout the research and thereafter.
 
         Category 4. Research involving the collection or study of existing data, documents, records, pathological specimens, or
         diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a
         manner that subjects cannot be identified directly or through identifiers linked to the subjects. 
          
         Category 5. Research and demonstration projects which are conducted by or subject to the approval of department or agency
         heads, and which are designed to study, evaluate, or otherwise examine:
         (i) Public benefit or service programs;
         (ii) procedures for obtaining benefits or services under those programs;
         (iii) possible changes in or alternatives to those programs or procedures; or
         (iv) possible changes in methods or levels of payment for benefits or services under those programs.
 
         Category 6. Taste and food quality evaluation and consumer acceptance studies, See 32 CFR 219.10 and 63 FR 60353-60356
         and 60364-60367 for additional information regarding this review category. 
 
Research Summary 
 
6. Summarize the research objectives. Include the following: 
(a) purpose of the research;
(b) research questions;
(c) hypothesis; and 
(d) relevant background information. Do not state "see research proposal." 
Provide a summary and if additional information is needed, the IRB will review your research proposal. 
 
7. Describe the research study design. Summarize the research design.  The IRB will reference the research proposal if additional information is needed.
 
8. Describe in detail what tasks subjects will be asked to perform.  Include the following: 
(a) Describe tasks in chronological order (i.e. consent, equipment calibration, data collection, post research activities, etc.). 
(b) Provide enough detail so that someone not involved with the research would be able to read the description and understand exactly what you are asking subjects to do. 
(c) State when and where each task will be completed. 
(d) State how long each task is expected to take. This includes the time it takes to obtain consent, screening activities, calibration activities, data collection and post research activities. 
If your research only involves the analysis of pre-collected records, type N/A in the box. 
 
Attach all data collection tools (i.e., surveys, interview protocols, tests, etc.).
 
Surveys and interviews conducted across multiple commands may require additional approval outside the NPS IRB.  Additional information can be found on the IRB web site. 
 
9. Where will the research be performed? State if conducted over the phone, through email, or online. If in person, list the name of the command(s), university/school(s), training site(s), ship(s) name, etc. 
 
10. Will any research activities take place OCONUS? Host country approval to conduct research and a host country ethics review is required for all research conducted outside the US. For additional information contact the HRPP Specialist at 831-656-2998 or IRB@nps.edu.  
 
11. Does the research involve collection or use of existing records (fitness reports, AAR, training records, medical records, etc.)? If yes, include the following: 
(a) Describe the records. 
(b) List or attach on a separate page listing the data variables provided in the records. 
(c) State where the records are located. 
(d) State the number of records you will access.
   
b. Are the records private? If you require permission, a password, or you have to request access to the data, it is private. Include the name of the person or organization that granted access and attach a copy of their approval.  Researcher may not access records until IRB and NPS President approval is received.  
 
c. For what purpose will these records be used? Check the appropriate box.
 
12. The following areas of research require approval outside NPS. Check all that apply. For additional information contact IRB@nps.edu. 
 
Subject Population and Recruitment 
 
13. Special populations. Check all that apply. The populations listed are considered vulnerable and may require additional protections. The IRB will determine what additional protections are necessary during the review process. 
 
14. List the inclusion and exclusion criteria. Specify the characteristics that must be met for individuals to be included and excluded from your study. Include the following: 
(a) Any experiences such as positions held, deployments, training, that will qualify or disqualify subjects. 
(b) Include age range, gender, service, and any other demographics that qualify or disqualify subjects. 
(c) Subject age range. Please note minors (under the age of 18) require the assent from the minor and consent from the parents.
 
15. Provide the sample size/range and the rationale for why that number is chosen. Provide an accurate number. Once you have enrolled the approved number of subjects enrollment must stop. To increase enrollment after approval, the PI must submit an amendment for IRB review and approval. Note that recruitment and enrollment are different. You may recruit more individuals than you enroll. If your research only involves the analysis of pre-collected records place a "0" in the box. 
  
16. Will compensation be given to research subjects? If yes, include the following: 
(a) Explain why compensation is offered. 
(b) State what the compensation consists of and the estimated dollar value. 
(c) Describe how the level of compensation is determined.
(d) State the source of funding.  
Compensation for DoD personnel during normal business hours must meet the requirements of DoDI 3216.02. 
 
17. Describe how potential subjects will be recruited to participate in the research. Describe in detail the recruitment procedures (how you will ask potential subjects to participate in your research). Include the following: 
(a) Describe how subjects are recruited (i.e., email, phone, in person, flyers, group presentations, etc.). 
(b) State when and where potential subjects will be recruited. 
(c) State the number of times each potential subject will be solicited to participate. For example, you may send out one solicitation then in two weeks send one follow-up. 
(d) State the location where recruitment will take place. 
(e) State who will conduct the recruitment. 
(f) Include how potential subject contact information will be obtained.
Note: Senior leadership cannot participate or be present during recruitment activities. 
 
For all non-exempt research, attach all recruitment materials (i.e., emails, flyers, scripts, presentation slides, URLs, etc.). All recruitment materials must include the following:
(a) State the study is research. 
(b) Identify NPS as the institution performing the research. 
(c) Clearly state the purpose of the research. 
(d) Describe procedures subjects are expected to perform.  
(e) State participation is voluntary. 
(f) Describe the sign-up process. 
(g) Include contact information for the Principal Investigator and IRB chair. 
 
18. How will you minimize coercion and undue influence during the recruitment process? Coercion occurs when an overt or implicit threat of harm is intentionally presented in order to obtain compliance. Undue influence occurs through an offer of an excessive or inappropriate reward or other overture in order to obtain compliance. Consider the following:
(a) Will officers and enlisted be recruited separately? 
(b) Will an ombudsman be used? 
(c) Are instructors recruiting their own students? 
(d) Are members of senior leadership suggesting, requesting, or claiming support of the research? 
 
Risks and Benefits 
 
19. Does the research involve any of these possible risks or harms to subjects? Check all that apply.
 
20. Describe any foreseeable risks associated with the research. Common risks associated with research at NPS include: breach of confidentiality, breach of privacy employment risk, stress reactions, and motion sickness. Describe each risk in detail including risks noted in Q19. 
 
21. Explain what steps will be taken to minimize risks or harms and protect subjects' welfare. Include a plan to minimize all risks mentioned in Q19 and Q20. 
 
22. Provide a description of potential benefits of this research for individuals, subjects, society, military or DOD/DON. Explain how risks are reasonable in relation to anticipated benefits. The IRB will not approve research that does not provide potential benefits.  
 
Data Security & Monitoring
 
23. Will you record any identifiers such as names, SSN, DOD ID#, home address, email address, phone numbers or any combination of demographic data that could lead to identification of a participant? Identifiers are more than just name and SSN. With enough demographic data, identification is possible (i.e., gender, ethnicity, marital status, rank, service, MOS, billets, assignment dates, etc.).   If you are collecting POC information from subjects to recruit,  schedule participation, or quote, you have PII and should include this in Q24. 
 
24. Will audio or video recording take place during subject participation? Describe in detail what will be recorded, why you need to record and how the data will be stored and safeguarded. Please note that recordings cannot be deleted unless transcribed. 
 
25. How will the data and consent forms be kept confidential during collection, analysis and long term storage after completion of research? Please include the following information: 
(a) State who will have access to the data. 
(b) State where the data will be kept (hard copy and electronic copy) during collection, analysis, storage, and at completion of the research. Please note that personally identifiable information may not be stored on external hard drives (including flash/thumb drives) and may not be stored on a personal laptop computer. 
(c) State who will maintain the data after the research is complete. (At completion all data must be de-identified and stored by the PI.  It may be stored in the PI's locked office or on the NPS secure server. No data may be destroyed.) 
DON requires all data, research notes, and consent forms be kept for 10 years before forwarding to a federal record center. 
 
26. When appropriate, the research plan is required to make adequate provisions for monitoring the data to ensure safety of subjects. Will you monitor data collection? 
Data monitoring allows the investigator to determine mid-research if: 
(a) there is a need to change the research design or information presented to subjects, 
(b) there are any unforeseen risks to subjects, or 
(c) there is a change in the the risks-benefit ratio. If it is appropriate for your research data to be monitored, describe your plan to monitor the data. 
  
Consent 
 
27(a). DoD regulations require that you obtain consent from subjects prior to data collection unless a waiver is approved by the IRB. Are you requesting a waiver of consent?  Investigators are required to obtain and document consent by obtaining a signature on the consent form  except when waived in accordance with 32 CFR 219.116-117. Waivers of consent are normally requested when the research involves the use of pre-collected data. Check the appropriate box. If a waiver is requested,  submit the applicable waiver request form. 
 
27(b). DoD regulations require subjects to sign the consent form unless a waiver is approved by the IRB. Are you requesting a waiver of signed consent? Investigators are required to obtain and document consent by obtaining a signature on the consent form  except when waived in accordance with 32 CFR 219.116-117. Waivers of documented consent are normally requested when the research involves the use of an online survey or when interviews will take place over the phone.  Check the appropriate box. If a waiver is requested,  submit the applicable waiver request form. 
 
27(c). DOD regulations require that you provide a consent document to subjects (electronically or in hard copy) unless waived by the IRB. Are you requesting a waiver from the requirement to provide subjects with a consent form? Investigators are required to provide subjects with a consent form either in hard copy or electronically except when waived in accordance with 32 CFR 219.116-117. Waivers of documented consent  are normally requested when research is conducted in an international setting where research standards do not involve the use of consent forms.  Check the appropriate box. If a waiver is requested, submit the applicable waiver request form. 
 
27(d ). DOD regulations list 14 elements of informed consent that are required to be provided to subjects in the consent form/script unless waived by the IRB. Are you requesting to exclude any of these elements?  A waiver is usually requested if the research involves deception. Check the appropriate box. If a waiver is requested, submit the applicable waiver request form.  
Note: All 14 required elements of informed consent are provided in the consent template provided on the IRB web site.  
 
28. Will you request to quote subjects? Investigators may not quote subjects without their permission and only after all quotes have been reviewed and approved by the subject. 
 
29. Describe the consent process and how the potential for coercion or undue influence will be minimized. Consent is a process, not a document. Include the following: 
(a) Who is responsible for obtaining consent?
(b) When will subjects be provided with the consent form? 
(c) Will they have time to review, consider, and ask questions about the research? 
(d) Where will the consent process take place? 
(e) When will consent be obtained? 
(f) How is consent obtained (i.e., in person, over the phone, email, fax, etc.)?   
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