
Primary Reviewer:	Investigator: 

Secondary Reviewer:	Protocol #: 


REVIEWER’S WORKSHEET

Please use this checklist for reference when reviewing this protocol.  Make notes in the space provided for discussion with the full board.  Federal regulations or UH policy references are boxed.  If you see any significant problems with this study, please contact the Research Compliance Specialist in advance of the meeting.  


General Comments/Summary:




1. Does the use of human subjects have research relevance?	
		Yes _____   No _____

	The use of human subjects in this project is relevant and appropriate to answer the questions being asked.  The study design is appropriate to answer the questions being asked.
	
Points for Discussion:



2. Are there any ethical issues regarding the study’s design and conduct?	
		Yes _____  No _____

	
Points for Discussion:



3. Has the investigator requested a waiver of documentation of informed consent?  (Appendix A)
		Yes ______  No_____
		Is the waiver of documentation of informed consent appropriate?
			   Yes _____  No _____

Points for Discussion:



4. Has the investigator requested a waiver of informed consent? (Appendix B)
		Yes _____  No _____
		Is the waiver of informed consent appropriate and adequately justified?
			Yes _____  No _____

Points for Discussion:



5. 
Does the PI have access to a population that will allow recruitment of the required number of participants within the proposed period?
		Yes _____  No _____
	 	Is approval from a cooperating organization or school district required?
		Yes _____  No _____

Points for Discussion:



6. Is subject selection equitable?
		Yes _____  No _____

Points for Discussion:




7. Is the recruitment and consent process (including telephone scripts, ads, brochures, letters, compensation) fully described, appropriate, and non-coercive?
				Yes _____  No _____

Points for Discussion:




8. Informed Consent Process Questions:

· Will the investigator obtain the legally effective informed consent of the participant or the participant’s legally authorized representative?  (circle one)

· Will the circumstances of the consent process provide the prospective participant or the representative sufficient opportunity to consider whether to participate?
				Yes _____  No _____

· Will the circumstances of the consent process minimize the possibility of coercion or undue influence?
				Yes _____  No _____

· Will the individuals communicating information to the participant or the representative during the consent process provide the information in language understandable to the participant or the representative (individuals talking to the participants and answering questions will be able to communicate in a manner that is understandable to the participant)?
				Yes _____  No _____

Points for Discussion:




9. 
Is the stated time commitment adequate?
		Yes _____  No _____

Points for Discussion:



10. Is the study minimal risk?	Yes _____  No _____


	     Do any apparent immediate risks exist?	
		Yes _____  No _____


Points for Discussion:




11. Are risks to participants minimized by using procedures which are 	consistent with sound research 
		design and which do not unnecessarily expose participants to risk?
			Yes _____  No _____

[bookmark: OLE_LINK1][bookmark: OLE_LINK2]Points for Discussion:



12. Are risks (physical, emotional, psychological, financial, legal) to participants reasonable in relation to anticipated benefits (if any) to participants, and the importance of the knowledge that may reasonably be expected to result?
		Yes _____  No _____

Points for Discussion:



13. Does the risk level, relative to participant benefits, necessitate a review of the proposal’s scientific merit?
		Yes _____  No______

Points for Discussion:



14. Could any payment (including extra credit) provided to participants unduly influence their participation?
		Yes _____  No_____  N/A ____


Points for Discussion:



15. 
Are there procedures for protecting the confidentiality of study data?
		Yes _____  No _____

Points for Discussion:



16. Are there procedures for protecting the privacy of study participants?
		Yes _____  No _____

Points for Discussion:



17. Listed below are the elements for an informed consent.  Indicate any items that are not included in the submitted consent form that you believe should be:

Required Elements
_____   A 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.	
_____   A description of an reasonably foreseeable risks or discomforts to the subject.  (If none, should be stated.)	
_____   A description of any benefit to the subject or to others which may reasonably be expected from the research.  (If none, should be stated.)	
_____   A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject.	
_____   A statement describing the extent, if any, to which confidentiality of records identifying the subjects will be maintained.  (A description of the mechanism for protecting the confidentiality of the data should be included.)
_____   For research involving more than minimal risk, an explanation as to whether any compensation and an explanation as to whether any medical treatments are available if injury occurs, and if so, what they consist of, or where further information may be obtained.
_____   An explanation of whom to contact for answers pertinent questions about the research and research subjects’ rights, and whom to contact in the event of a research-related injury.  (Should include contact information for the principal investigator, the faculty sponsor if applicable, and the CPHS.)
_____   A statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.  (Should also state that the subject can refuse to answer any question.)
Additional Elements (if applicable)
_____   A statement that the particular treatment or procedure may involve risks to the subject which are currently unforeseeable.
_____   Anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the subject’s consent.
_____   Any additional costs to the subject that may result from participation in the research.
_____  The consequences of a subject’s decision to withdraw from the research and procedures for orderly termination of participation by the subject.
_____   A 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.
_____   The approximate number of subjects involved in the study.
Other Elements to be Considered (if applicable)
_____   Inclusion of a statement in the consent document regarding the storage and disposition of any audio and/or video tapes.
_____   Inclusion of a statement in the consent document that some of the material may be regarded as sensitive and/or distressing.  Sample questions should be provided to the potential subjects.
_____   Inclusion of a statement in the consent document regarding extra credit or financial compensation.  Where it is appropriate, this statement should describe pro-rated or partial credit and/or compensation.
_____   Inclusion of a statement of publication in the consent document.
_____   Inclusion of a statement in the consent document offering additional assistance or referrals.

Points for Discussion:








FOR STUDIES INVOLVING CHILDREN (if applicable)


18. If children are involved, which regulatory category of risk/benefit does the protocol fall within and are all the criteria within the category adequately addressed? (select one listed below)

	_____  46.404  Research not involving greater than minimal risk

	_____  46.405  Research involving greater than minimal risk but presenting the prospect of direct 
		benefit to the individual

	_____  46.406  Research involving greater than minimal risk and no prospect of direct benefit to
		the individual, but likely to yield generalizable knowledge about the subject’s 
		disorder or condition

	_____  46.407  Research not otherwise approvable which presents an opportunity to understand,
		prevent, or alleviate a serious problem affecting the health or welfare of
		children (requires approval from HHS)

Points for Discussion:



19. For studies involving children, is assent required?
				Yes _____  No _____

Points for Discussion:



20. Has the investigator adequately described the process for obtaining assent?
				Yes _____ No_____

Points for Discussion:





Additional Comments:	

	

	

	

	

	

	

	

	

	

	



RECOMMENDATION:

_____ Approved

_____ Approved with Stipulations as noted above

_____ Deferred pending additional information/clarification

_____ Disapproved


Signature of Reviewer:__________________________________________________  Date:  ______________


