APPENDIX III

INFORMATION FOR REVIEW OF THE RESEARCH INVOLVING 

HUMAN SUBJECTS

CHECKLIST

1. Title of study _____________________________________________________

2. Principal Investigator _______________________________________________

Co-investigators ________________________________________________
Study coordinator _______________________________________________
3.
Is study considered minimal risk:




[ ] Yes
[ ] No

4.
Funding?
(a) 
Does this application involve any relationship
[ ] Yes
[ ] No





(financial, professional or otherwise) with a 





commercial organization?



If yes, please state the name of the organization




and the details of the relationship separately.



___________________________________________________


___________________________________________________


___________________________________________________


(b)
Do any of the investigators or their immediate 
[ ] Yes  [ ] No





family hold a financial interest in the sponsoring




company or is there any other possible conflict of




interest relating to this research?



(c) Supply information separately about the budget and




the source of funding.



_____________________________________________________


_____________________________________________________


_____________________________________________________
5.
Radiation:
Ionising radiation (radionuclide, x-ray)?
[ ] Yes  [ ] No




Non-ionising radiation (laser, UV, MRI)?
[ ] Yes  [ ] No

6. Participant information



Both genders? [ ]     Females only? [ ]         Males only? [ ]



Females of childbearing potential (with a negative
[ ] Yes  [ ] No



Pregnancy Test and use of adequate birth control 



methods?)

      NB:  If yes, and a theoretical risk of a fetus exists, a negative


         blood pregnancy test will be required two days before the 



study unless an exception is approved by the Ethical Committee.


Pregnant or lactating women?
[ ] Yes  [ ] No



Children?
[ ] Yes  [ ] No




Indicate ages. ____________________________

7. Total amount of blood to be withdrawn for research purposes
________ml

8. Will blood or specimens be stored for future institutional research use?
[ ] Yes  [ ] No
9. Monetary compensation to participants?
[ ] Yes  [ ] No



If yes, US$/J$ ____________________

10. Investigational drugs or devices to be used?
[ ] Yes   [ ] No



If yes, please indicate if the drug or device has been



approved in Jamaica or elsewhere for its use for the 



purpose proposed.  If it has not been approved, please



explain the basis for proposing its use, with supporting



documents.



______________________________________________



______________________________________________

11. Do any investigational drugs in this study require special employee 
[ ] Yes  [ ] No


protection procedures?

………………………………………                     …………………………..
Principal Investigator’s signature                                             Date

INFORMED CONSENT FORM
The INFORMED CONSENT FORM must include the following:

a. Statements outlining in lay language the purpose of the research, what will be done in the study, and indicating that this has been explained orally and in writing to the participant (or the participant’s parent or legal guardian – if a child) who understands what will be done. These must be countersigned by the participant or his/her legally authorized representative.

b. Explicit statements about any risks or discomfort to the participant, with an assessment of the degree of risk, and viable alternatives.
c. A statement that the subject’s participation is voluntary, and that refusal to participate or (if after having agreed to participate) withdrawal from the study at any time will not affect the participant’s access to care, or affect the type of care to which he or she is entitled.
d. The name, address, telephone and fax numbers, and email address of a contact person.
e. The name, address, telephone of Dr. Gilian Wharfe, Chair, Mona Campus Research Ethics Committee, UWI, Mona, for independent advice.
f. A statement confirming that time was given for the participant to consider her/his involvement.
g. Statements that the participant or her/his legal guardian has read the informed consent form, or that it has been read to her/him, and that she/he understand its contents; that a copy will be given to the participant; and that the signature of the participant or the legal guardian indicates that she/he has agreed to participate.
h. Provision of space for an independent witness (not connected to the research protocol) to sign.

i. A statement that a copy of the informed consent form will be given to the prospective participant.

If a questionnaire is to be administered, a statement is needed as to how long it will take the participant to complete it.

On top of the consent form should be listed the title of the project.
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