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DDH REC CHECKLIST FOR SPONSOR-INITIATED (sis) SUBMISSION FOR REC
REVIEW (FORM 2.1a)

REC Protocol Number:
Protocol Number:

Letter of intent/ application (Covering letter) addressed to

Dr. Raul Martin A. Coching - Chair, REC

Review fee - P 40, 000.00 + Institutional fee - P 40,000.00 = P 80, 000.00
CHECK: Pay to the order of Davao Doctors Hospital

8 sets of the protocol to be submitted 2 weeks before the scheduled meeting that
is every 3rd Wednesday of the month

Insurance Certificate for the study
Informed Consent Form (ICF) in 3 Versions: English, Tagalog & Cebuano-Davao
using Arial 14 font

Separate ICF for Legally Accepted Representative (LAR) (If applicable) in 3
Versions: English, Tagalog & Cebuano using Arial 14 font

Curriculum Vitae of Pl and Sub-Investigator (signed and dated) with Certificate of
Good Clinical Practice (GCP) Training and other members of the research team

FDA Acknowledgment Receipt

Delegation Log must be submitted after Site Initiation Visit

ONCE APPROVED, CHECKLIST FOR SUBMISSION FOR CONTINUING REVIEW

Submission of Serious Adverse Events (SAEs) - local SAE to be submitted within
24 hours

Quarterly SAEs

Line Listing

Annual report of SAEs

Protocol deviation/ violation

Protocol amendment

Annual progress report

Notification of Site Closure / Termination
Final Study Report




