FORM 3
EVALUATION OF THE SCIENTIFIC MERIT OF RESEARCH PROTOCOLS INVOLVING HUMAN SUBJECTS AND/OR THE DATA ABOUT HUMAN SUBJECTS AT USNA
Instructions: 

The principal investigator will complete Part I.  To avoid delays, it is important that the protocol and supporting documentation provided is as complete as possible.  When Part I is assembled, the scientific reviewer will complete Part II.  When Part II is completed, it should be submitted to the Academy HRPP Office as part of the protocol application. Please see Sections VII and XI of the Policy Manual for more information.   
If there are any questions, please contact the Academy HRPP Office at 410-293-2533, HRPPoffice@usna.edu  or Nimitz #G10.
PART I: INFORMATION PROVIDED BY THE PRINCIPAL INVESTIGATOR
	Principal Investigator:
	     

	Department/Office:
	     

	

	Phone:
	     
	Mail Stop:
	     
	Email:
	     


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

	Co-Investigators and institutional affiliation (list all):
	

	     

	     


Faculty mentors for midshipmen projects are co-investigators.

	Title:
	     


Please enclose a complete protocol that includes, but is not limited to, the following items.  Use the following checklist to ensure that all elements are addressed.  If the research item does not apply, leave the checkbox blank.

	 FORMCHECKBOX 

	Research title

	 FORMCHECKBOX 

	Statement of research purpose, including the value to USNA, Navy, Marine Corps, or field of study.

	 FORMCHECKBOX 

	Detailed explanation of research methodology

	 FORMCHECKBOX 

	Equipment, devices, or other resources (other than office supplies) that will be used

	 FORMCHECKBOX 

	Explanation on the research population and how the research sample will be selected

	 FORMCHECKBOX 

	Samples of data collection instruments (surveys, focus group or interview questions).

	 FORMCHECKBOX 

	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 security.

	 FORMCHECKBOX 

	Samples of informed consent documentation.

	 FORMCHECKBOX 

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


PART II: ASSESSMENT OF SCIENTIFIC MERIT – Completed by Scientific Reviewer
The IRB will depend heavily on the professional opinion of the reviewer to determine if the protocol is scientifically sound, if the benefits outweigh the risks, and if the risks are mitigated. 
According to Section XI of the USNA HRPP Policy Manual, the investigator must have a qualified expert in the field to conduct the scientific review. In many situations this could be the department chair, vice chair or center director. If necessary, an external reviewer with appropriate expertise can be consulted or the IRB will choose its own candidate for scientific review.
By your submission, you attest that this review is done to the best of your professional opinion. 

	Reviewer:
	     

	Title:                               
	     

	

	Department:
	     

	

	Phone:
	     
	Email:
	     


Qualifications of Reviewer (education, experience, and subject matter expertise):

	     


1. Does this protocol provide a clear and demonstrated benefit and important knowledge to the Academy, Navy, Marine Corps, or field of study?
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   

Provide comments:                 FORMCHECKBOX 
 None
2. There are adequate preliminary data in the literature (or from the investigator) to justify the proposed research. An adequate literature review has been done to support this research protocol.
  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
Provide comments:            FORMCHECKBOX 
 None

3. The hypothesis for the study is clearly stated and the rationale is scientifically sound. 

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   

Provide comments:                 FORMCHECKBOX 
 None

4. The design of the research study is appropriate for the questions posed.

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
Provide comments:            FORMCHECKBOX 
 None

5. Does the research design employ the appropriate methodology, equipment, (e.g., psychological monitors and computer resources), data collection (via survey, focus group, interviews) and processing techniques, and allow for sufficient support resources? 

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
Provide comments:                FORMCHECKBOX 
 None

6. The proposed subject population is appropriate?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
Provide comments:            FORMCHECKBOX 
 None 
7. All the proposed tests or measurements requested are necessary to answer the scientific question.

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
Provide comments:            FORMCHECKBOX 
 None 
8. The validity and reliability of measures have been established or there are methods proposed for establishing validity and reliability.

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
Provide comments:            FORMCHECKBOX 
 None
9. Statistical considerations, including sample size and justification, estimated accrual and duration, and statistical analysis are clearly described and adequate to meet the research protocol objectives.

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
Provide comments:            FORMCHECKBOX 
 None 
10. Do the individuals proposing the conduct of the study have: 

      a.   the required scientific credentials   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No, 
      b.   the facilities  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No, and 
      c.   the administrative capabilities to complete the study?    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No     

Provide comments:           FORMCHECKBOX 
 None

11. Are there any conflicts of interest for any of the people participating in the study?
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
Provide comments:            FORMCHECKBOX 
 None

12. Changes required:   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
Provide comments:            FORMCHECKBOX 
 None

If there is correspondence between the Scientific Reviewer and PI, please document and include with protocol submission (email, phone conversations, track changes to documents).
______________________________________                                                                                                                         Reviewer Signature
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