Form 1

PROTOCOL APPLICATION

EXEMPT
Please submit this form to the Academy’s HRPP Office if you believe the risk to human subjects is negligible or if you are not sure what level of review is appropriate.  Please refer to the Academy’s HRPP Policy Manual at http://intranet.usna.edu/HRPP/hrpp_procedure_manual.php  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 (PI):
	     

	Department/Office:
	     

	Phone:
	     
	Mail Stop:
	     
	Email:
	     

	Date Submitted
	     


The principal investigator can be USNA faculty, staff, administrators, or midshipmen.  

Co-Investigators/Institutional affiliation/Credentials (list all):

	     

	     

	     


Faculty mentors for midshipmen projects are co-investigators.

Form 6 – External Investigators is required for each collaborator external to USNA.

Summary of investigator’s experience, education, and expertise in the field of study.

     
	Research Title:
	     


Required attachments of all protocols:
	 FORMCHECKBOX 

	Evaluation of Scientific Merit (Form 3)

	 FORMCHECKBOX 

	Investigators must complete CITI training and enclose their completion certificate. CITI can be accessed at https://www.citiprogram.org/default.asp

	 FORMCHECKBOX 

	Endorsements from the department chair/immediate supervisor, division/director, or appropriate member of the Senior Leadership Team (Form 4).

	 FORMCHECKBOX 

	Affirmation of Research Integrity from all investigators, including co-investigators (Form 5).


 FORMCHECKBOX 
      Other: Letters from Collaborating Institutions/ Investigators (Form 6),   Disengagement Letters, etc. (when appropriate) 

FOR ACADEMY’S HRPP OFFICE USE ONLY:

	Date Received by HRPP 
	
	Received by
	

	Tracking Number
	


PART II: EXEMPT CATEGORY DESIGINATION 

Please identify the category that applies to your research. To help in making an accurate determination of whether your research fits in a category, pay close attention to the special notations provided. If your research involves procedures that do not fall into one of these categories below, it is not exempt and you should switch to Form 2 for expedited or full review.
 FORMCHECKBOX 
  1. Research conducted in established or commonly accepted educational settings, involving normal education 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.

 FORMCHECKBOX 
  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' response 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.

 FORMCHECKBOX 
  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 32CFR219 (b)(2), is exempt 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 be maintained throughout the research and thereafter. 

 FORMCHECKBOX 
  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 in such a manner that subjects cannot be identified, either directly or through identifiers linked to the subjects.

 FORMCHECKBOX 
  5. Research and demonstration projects which are conducted by or subject to the approval of Department or Agency heads which are designed to study, evaluate, or otherwise examine: (i) Public benefit or service programs; (ii) procedures for obtaining benefits or services under these 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.

 FORMCHECKBOX 
  6. Taste and food quality evaluation and consumer acceptance studies, (i) if wholesome foods without additives are consumed or (ii) if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.
III. Screening Questions

	
	Yes
	No

	Does your research project involve any procedures or activities that are not included in the categories in Part II?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Does this research involve:
	Yes
	No

	1. Prisoners or pregnant women?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Survey or interview procedures with minors?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Observation of minors where the observer will participate in the activities being observed?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Videotaping or audio taping participants?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Deception of participants?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. Use of any materials/instruments that might be considered sensitive, threatening, or offensive?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. Any procedures that could impose stress or expose participants to risks beyond what they encounter in everyday life?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8. Collection of information which identifies or potentially identifies individual participants through surveys, interviews, or tests (this includes demographic data). 
	    FORMCHECKBOX 
*
	 FORMCHECKBOX 


	9. Use of archival data that when recorded contains identifying information or codes that could link individuals to the data.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	If you answer yes to any of the questions in Part III, your project is not exempt. Stop and switch to Form 2 to apply for expedited or full review.
*If you answer yes to Question 8 (this should only be for Exempt Category #3 and public officials are being identified).

	IV. Supporting Materials Checklist

Please check any of the following that apply to your research and attach copies of these materials to your application.

	
	Yes
	No

	1. Surveys, tests, or questionnaires
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Interview questions or interview guide
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Observation checklist or guide
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Recruitment letters, advertisements, etc.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Informed consent/assent documents or oral scripts
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. Letters from cooperating institutions
	 FORMCHECKBOX 

	 FORMCHECKBOX 



V. Research Description

Your exemption application must include a description of your project that addresses the following questions. Please address each question in the space provided.  

Your research description must provide sufficient information to determine if your project meets all criteria for exemption as outlined in Federal Regulations.  Thus, it is important that you respond to each question carefully and thoroughly. 
	1. Describe the purpose of your research and the general methodology being used.

	

	2. Describe the participants in your research (i.e., midshipmen/faculty; the number of participants; general characteristics).

Indicate how the participants will be recruited and how their autonomy will be protected. Attach any recruitment materials, consent forms or informational materials that will be used. If you intend to use an oral recruitment or consent procedure, please include a script of what will be said.  
State the anticipated time commitment for each participant. 

Detail how undue influence will be minimized.  

If requesting exemption under category 4, simply describe the participants whom the archive is about and how the data was collected.

	     


	3. Describe interventions or data gathering procedures to be employed in the proposed research.  

· If you are requesting exemption under category 1, your description of procedures must clearly indicate that all interventions employed are accepted educational strategies. If you are introducing any new procedures or changes to the educational environment solely for the purpose of your research the research is not exempt; thus, you must submit your project for full or expedited review.  

· If you are requesting exemption under category 4 (archival data), please describe the nature of the data archive and be specific about the information that you will access from this archive.

	     


	4. Identify benefits and any potential risks to participants.  State whether there are no foreseeable benefits or risks.  Describe steps that will be taken to minimize any identified risks.

	     


	5. Describe the safeguards in place to protect data and records that could be linked to individuals. Discuss procedures that will be used to protect participants’ identity in presentations and publications.
     
6. Provide a summary of any recent literature that may be relevant to the research.  If no literature exists, state this as a justification for the project.
     



**********************************************************************

NOTE:  Principal investigators 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 
USNA HRPP office.
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