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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. 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 
The principal investigator can be USNA faculty, staff, administrators, or midshipmen.   
Faculty mentors for midshipmen projects are co-investigators. 
Required attachments of all protocols: 
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.
PART II: RESEARCH PARAMETERS
 
Please answer each question
In your opinion, does the research involve intervention or interaction with human subjects or the collection of identifiable private information or identifiable biospecimens in any form?
Is the proposed research of minimal risk where the harm or discomfort
anticipated is not greater than that encountered in daily life?
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?
Does the 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)?
Is your proposed research classified or likely to be classified?
Does your proposed research involve clinical studies of drugs or medical devices?
Does your proposed research include collection of blood samples by finger stick, heel stick, ear stick, or venipuncture?
Is the proposed research a prospective collection of biological specimens by
noninvasive means?
Is the proposed research a collection of data through noninvasive procedures
routinely employed in clinical practice, excluding procedures involving x-rays or microwaves?
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)?
Does the proposed research involve the collection of data from voice, video,
digital, or image recordings?
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?
Do you intend 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.)
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 to the goals and methodologies of the study, and to allow each selected the opportunity to refuse to participate in the study. Informed consent 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. Broad Consent will not be used at USNA. 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”*****
A concise and focused statement that the study involves research, an explanation of the purposes of the research and the expected duration of the subject's participation, a description of the procedures to be followed, and identification of any procedures which are experimental. This part of the informed consent is organized and presented in a way that facilitates comprehension. 
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?
Does it include a detailed explanation of the purposes of the research?
Is the expected time duration for persons who choose to participate in the research disclosed?
Is there a summary of the procedures and methodologies to be followed in the project?
Is a detailed description of any procedure that is experimental in nature included?
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?
Is there a description of any benefits to the persons participating in the study or to others that may reasonably be expected from the research?
Is a statement, if applicable, describing appropriate alternative procedures or courses of treatment that might be advantageous to the persons participating in the research provided?
Is a statement provided about the potential use of de-identified private information or biospecimens in subsequent research not approved as part of the current protocol?
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 research and beyond.
Is the contact information for the PI's immediate supervisor for relevant questions about the research practices proposed by the PI included?
Was the 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?
Is a statement 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.
Are you going to request a waiver or modification to the requirement for documentation or the process of informed consent?
Waiver or Modification of Informed Consent Documentation (if applicable) 
If YES, please complete the next questions.   
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
participation?
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. 
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