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	For JEPeM-USM Secretariat Purposes Only

	Protocol Code
	USM/JEPeM/

	Is the submission complete?
	· Yes              

· No

	Completeness Verified By
	

	Date of Verification
	


REVIEW CHECKLIST (To be filled by Principal Investigator [PI])
	STUDY PROTOCOL INFORMATION


	Study Protocol Title:
	Kelulut Honey As an alternate source of Carbo-Loading : A randomized double blind control study.


	Principal Investigator:
	B. Karthik Krishnan A/L Balakrishnan



	Study Protocol Submission Date:
	14/11/2019




*Please note that:

-Applicants are required to submit three (3) set of copies including one (1) original copy. For the Industry Sponsored Research (ISR), ten (10) set of copies including one (1) original copy are required.
-For the Undergraduate Student Application, submission of this form is not required.
Compulsory documents (Please tick [√] in the boxes if it is available in the submission packages).
· JEPeM-USM FORM 2(A)2019 Review Checklist
· JEPeM-USM FORM 2(B)2019 Registration and Application Form
· JEPeM-USM FORM 2(C)2019 Study Protocol Assessment Form
· JEPeM-USM FORM 2(D)2019 Informed Consent Assessment Form
· Full study protocol 

· Introduction & Study Background

· Literature review

· Justification of Study

· Research Objectives

· Methodology 

a. Inclusion criteria

b. Exclusion criteria

c. Recruitment

d. Research Tools/Tools materials (Questionnaire/Proforma/Data collection sheet)

· Ethical Consideration

· Proposed Data Analysis and Expected Result

· References
· Flow Chart & Gantt Chart
· Study subject/participant information sheet – Refer to JEPeM USM template
· Study subject/participant informed consent form – Refer to JEPeM USM template
· Brief [1 page] CVs of researchers – Refer to JEPeM USM template 

· Attendance sheet
Study-specific Documents (if applicable)
· Research tool materials 
· Previous ethical review approvals/clearances 
· Assent form
· Notification Letter to related governmental office for studies with specific needs 
For Clinical Trial

· Investigator’s Brochure 
· Basic Product Information Document 
· Letter of indemnity/ insurance coverage
· Assent form in local language 
· Good Clinical Practice (GCP)  Certificate of PI, Co-I 
· Recruitment advertisements 
· Material Transfer Agreement 
· Memorandum of Agreement 
· Clinical Trial Agreement (Draft document is acceptable)
· Financial Contract (Draft document is acceptable)
· Statement of Publication Rights 
· Site Resources Checklist for Clinical Trial Outside USM By USM Personnel [JEPeM-USM FORM 2(E)2019] 
· Site Resources Checklist for Clinical Trial Outside USM By non-USM Personnel [JEPeM-USM FORM 2(F)2019]
· Clearance or permit from respective regulatory authorities 
· Proof of fee payment 

*Additional notes (if any) with regards to this application – to be filled by the Secretariat Staff:
	


______________________________________________________________________________________________________________

Untuk kegunaan Setiausaha JEPeM-USM sahaja:
(For Secretary of JEPeM-USM Purposes Only)

Permohonan ini akan dibincangkan dalam mesyuarat:

(This application will be discussed in the meeting of):

[     ] Expedited Review Meeting


[     ] Full Board Review Meeting
Penilai Pertama (Primary Reviewers):


Penilai Pertama (Primary Reviewers):

1.






1.
2.






2.


____________________​​​​​​_________

Tandatangan Pengerusi/Timbalan Pengerusi


Tarikh:

(Signature of Chairperson/Deputy Chairperson)


(Date)
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