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(The following assessment guide questions are designed for the use of those assigned to lead the IRB deliberations for new protocols or major modifications/amendments to protocols already approved. Reviewers are to provide a verbal assessment of a given protocol's or amendment's ethical quality concerning the protection of human subjects from research risks. The reviewers' assessment explicitly is not a scientific review or judgment of research efforts. Those assigned should make every effort to direct their critique toward ethical and not scientific or laboratory review.)
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I.


PROTOCOL GENERAL TEXT: 

1. The protocol materials provide for all requirements regarding the ethical protection of human subjects from research risks.


Yes


No


If No, briefly comment and indicate which parts are in need 
of completion and/or revision.

2. The protocol materials are consistent on ethical issues relating to the protection of human subjects.


Yes    


No       


If No, briefly comment.

II.


RISK LEVEL: 


3. This protocol represents research involving human subjects 
that would be classified as:


Exempted Research:


Minimal risk


Greater than minimal risk


Briefly comment on whether the research risks to human 
subjects found in this protocol are reasonable in relation to 
the anticipated benefits.


If applicable, provide comments concerning justification for 
this protocol to be classified as exempted research.

III.

RESEARCH POPULATION: 


4. The protocol addresses appropriately and consistently the 
anticipated number of human subjects to be enrolled.


Yes


No

5. Does the anticipated number of subjects meet the research need without exposing undue numbers of enrollees to research risks?  


Yes


No        



If No, briefly comment.

IV.   
COLLABORATIVE RESEARCH REQUIREMENTS:

6. Are there any collaborating institutions involved that require submission of their IRB/IRB review and institutional approval?


Yes


No


If Yes, what institutions?

7. Are there any potential institutional conflicts between the various participating agencies?


Yes


No


If Yes, identify potential conflicts and propose solutions.


8. Is a Department of the Navy medical or dental treatment 
facility one of the collaborative agencies?


Yes


No


If Yes, which institution?


9. If this protocol represents a collaborative effort, does 
the protocol present a clear research plan delineating the 
ethical and administrative responsibilities of each party?


Yes


No


If No, briefly comment.

V.


SUBJECT POPULATION:


10. Are any groups excluded from research?


Yes


No


If Yes, identify which specific groups.


11. If any groups are excluded, is there sound scientific 
and ethical reasoning included in the protocol which 
justifies the exclusion?


Yes


No


If No, briefly comment.


12. Does this protocol involve any special or vulnerable 
subjects in the study population (e.g., minors, potentially 
pregnant women*, fetuses)?


Yes


No


If Yes, is the protocol consistent with agency policy for 
this special group? If No, briefly comment.


* Note: If a potentially pregnant female research volunteer 
is to be enrolled, a negative pregnancy test is required 
immediately prior to participation. This matter must be 
explicitly stated in the protocol.


13. Does the population include active duty service  

    personnel?  


Yes


No


14. If the population includes active duty service personnel, 
has adequate consideration of potential for coercion, 
operational commitments and interference with duty 
responsibilities been given in the protocol?  


Yes


No       


If No, briefly comment.


15. The protocol includes optimum procedures for 
safeguarding confidentiality.


Yes


No


If No, briefly comment.

VI.


VARIA


16. The protocol lists a qualified medical monitor and 
procedure for monitoring.  


Yes


No


If No, briefly comment.


17. Does the protocol involve the administration or use of 
any drugs/agents or devices?  


Yes


No


If yes, comment if use is investigational (IND status), off-
label indication versus approved FDA method.

18. The protocol includes detailed procedures for maintenance of records including original signed consent forms and materials related to the same.


Yes


No         


If No, briefly comment.


19. Is the investigator involved in clinical decision making?


Yes


No


If Yes, is the role appropriately defined?

20. Are there any unique circumstances or problems of any ethical nature related to the research (e.g. host government laws, different cultural customs or prohibitions)?


Yes


No


If Yes, specify.


If Yes, does the protocol address adequate provisions to meet 
the unique problems or circumstances cited?

VII.

SUBJECT CONSENT AND INFORMED CONSENT CHECKLIST

(The following question is designed to assess the protocol’s overall and specific provisions for informed consent. The assessment is to provide a specific critical review of the form-materials to be used for informed consent by research subjects. Assessment must include answers to the checklist.)

21. The protocol completely meets all requirements for informed 
consent provisions including a mechanism for witnessed 
documentation and an appropriate method for the subject to 
contact the Principal Investigator, the medical monitor,  

    and/or a member of the NMRC IRB or the IRB of one of the 
collaborating agencies.


Yes


No


If No, briefly comment and list specific revisions required.


A. General Considerations:

	Item
	Yes
	No
	Are the following applicable to the submitted consent form?

	1.
	
	
	Is the consent form complete, accurate and clear?

	2. 
	
	
	Is the consent form in layperson/non-technical language?

	3.
	
	
	If applicable, are foreign language translations included? As best as can be determined, are foreign translations linguistically accurate, culturally appropriate for the indigenous region? Has certification of translation (or at least translator contact info) been included with the foreign translation?

	4.
	
	
	If applicable and regardless of language, does the consent form address cultural or other particularities which may affect the subject’s ability to render truly “informed and free" consent?




B. Specific Consent Form Items:

	Item
	Yes
	No
	Are the following found on the submitted consent form?

	5.
	
	
	Statement that the proposal involves research.

	6.
	
	
	Explanation of the purpose of the research.

	7.
	
	
	Expected duration of the subject’s participation.

	8.
	
	
	Simple but accurate identification of research procedures.

	9.
	
	
	Approximate total number of subjects to be involved in the study.

	10.
	
	
	Clear description of any reasonably foreseen risks/discomforts to the subject.

	11.
	
	
	Description of subject benefits/compensations which may reasonably be expected.

	12.
	
	
	Disclosure of appropriate alternative procedures/courses of treatment, if any, that may be advantageous to the subject.

	13.
	
	
	Statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained.

	14
	
	
	Statement noting possible FDA inspection of related records.

	15.
	
	
	Explanation as to whether any medical treatments are available if injury were to occur; and, if so, what such medical treatments would consist of or where related further information can be obtained.

	16.
	
	
	Clear contact information and contact procedures for answers to questions regarding the research, the research subject’s rights, and whom to contact in the event of research-related injury to the subject.

	17.
	
	
	Statement that participation is voluntary, that refusal to participate will involve no penalties or less of benefits to which the subject is otherwise entitled.

	18.
	
	
	Statement that the subject may discontinue participation at anytime without penalties or loss of benefits to which the subject is otherwise entitled.

	19.
	
	
	If applicable, provision to meet the ethical requirement for justified third party consent procedures.




C. Special Considerations:

	Item
	Yes
	No
	When appropriate, one or more of the following elements shall also be provided to each subject.

	20.
	
	
	Statement that the particular treatment or procedures may involve risks to the Subject (or to the embryo or fetus, if the subject is or may become pregnant), which are currently unforeseeable.

	21.
	
	
	Anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the subject’s consent.

	22.
	
	
	Additional costs to the subject that may result from participation in the research.

	23.
	
	
	Consequences of a subject’s decision to withdraw from the research; procedures for orderly termination of participation by the subject.

	24.
	
	
	Statement that significant new findings developed during the course of the research which may relate to the subject’s willingness to continue participation will be provided to the subject.


VIII.

General or Miscellaneous Comments:

IX.


FINAL REVIEWER Recommendation:


Approve protocol as submitted.


Defer action:

a. Conditional approval contingent on the following minor revisions (specify):

b. Require significant modification of the protocol before approval (specify): (Modification must be reviewed and approved by the full committee)

c.
Request investigator to discuss problems with committee.


Reject the protocol: (Detailed explanation required)

*Signature of Reviewer                   

Date

*Signature and date are required only for hard copies.

PAGE  

