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The tollowing item [v'] have been received and reviewed in connection with the above study to be conducted by the above

| [¥] Investigator's CV (Prof. Lee Way Seah)

and the decision is [v]

[v] Approved
| ] Modification requested (item speciflied below or in accompanying lerter)
[ ] Rejecied (reasons spectfied below or in accompanying letter)

Comments:

Investigator are required to:

Date of meeting: -
Date of approval: 07" MARCH 2013

investigator.

[v] Application to Conduct Research Project (form) Ver date: 21 Feb 13

[¥] Study Protocol Ver date:

[ | Investigator Brochure Ver date:

[¥'] Patient Information Sheet Ver date:

[v'] Consent Form Version 2 Ver date: 13 Apr 12 i
[ ] Questionnaire Ver date:

follow instructions, guidelines and requirements of the Medical Ethics Committee.

report any protocol deviations/violations to Medical Ethics Commitiee.

provide annual and closure reports to the Medical Ethics Commitree.

comply with International C. onference on Harmonization - Guidelines Jor Good Clinical Practice (ICH-GCP )

and the Declaration of Helsinki.

obtain permission from the Director of UMMC before starting research that involves recruitment of UMMC patients.
ensure that if the research is sponsored. the usage of consumable items and laboratory tests from UMMC services
are not charged in the patient’s hospital bills but are borne by the research grant.

note that he/she can appeal to the Chairman of MEC for studies that are rejected.

note that Medical Ethics Committee may audit the approved study.

ensire that the study does not take precedence over the safety of subjects.
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