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Research proposal Submission Flowchart for EC Staff
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Submission of research proposal
Notify PI Administrative Staff
Check documents
\ 4
Documents incomplete Documents complete

Notify PI of submission number and to stand by
during the EC meeting ‘L

Requést PI(s) and Co-PI(s) to confirm
participation in the research study
submitted to FTM EC by E-Mail

l

Member and Secretary

Screen for types of review
- Full board
- Expedite
- Exempt

A 4

EC Chairperson

l

Initial Review




Initial Review Flowchart (Full board review)

EC Chairperson

l Appointed

3 Primary reviewers + 1 Lay person

Assistant secretary send material to assigned
EC reviewer and electronic files to the rest
EC member of each review week at least

7 days before schedule meeting

v
Full board review

A
Approval Approval with Condition Deé:rral Disapproval
and/ or Suggestions l
CEA issuance \ EC notifies PI and PI may
request reconsideration
within 30 days
Minor revision  Major revision
l v

— 3 copies resubmitted to EC 5 copies resubmitted to EC
Back to EC Chairperson or Repeat Full Board review, above

Primary reviewer for consideration

Revised as needed

!

CEA issuance

Remark: Timeline from date of submission to date of review is about 30 days

Timeline from date of review to date of notification is 7 workings days



Initial Review Flowchart (Exemption review & Expedited review)

Exemption review

Expedited review

EC Chairperson EC Chairperson
Consider Appointed
Documentary Proof —

of Exemption Review 2 Primary Reviewers
Assistant secretary send
material to assigned EC
reviewer to review for 7
days working days

Approval Approval with Condition Disagreement

l and/ or Suggestion
CEA issuance l EC Chairperson
3 copies resubmitted to EC discuss with Primary

Remark:

|

Back to EC Chairperson or
At least one Primary reviewer

for consideration

Go to full board review v

is 15 workings days

®0

reviewers to reach an
agreement

'

Notify PI the result

v

Ask for revision

Timeline from date of submission to date of notification for expedited review



Post-Review Flow Chart

Approved Project
v + ¥ v
Serious Adverse Events Adverse Events (AE) Research protocol Unanticipated Problems (e.g.,
(SAE) or SUSAR Amendment medication errors, unexpected
complications, protocol
A 4 Y 4
Submit to the EC within Submiit to the EC Submit to the EC using Submit to the EC
5 working days of the annually the Request for Research within 5 working days
event notification to the Proposal Amendment of event notification to
PI, using the sponsor- y B the PI
required documentation Submit progress report annually g 3 M?jf’_f_f?)’_iﬁi?_“_s_ »
or the SAE Report Form after approval together with '->§ Full Board E
request for CEA extension (using lecmeeee gomemmaee !
1
Application of Continuing '
]
Review Form and Certificate of :
!
Ethical Approval Extension Minor :
1
Request Form)/ Study closure revisions |
]
report (using the Notification of E
Study Closure Form) E
1
\ 4 :
]
[}
.| Review by EC Chairperson | !
g h 1
or the Primary Reviewer(s) !
]
' |
1
v v
Secreatary to notify the EC Notify PI
members at the next regular
meeting
SAE, AE, CEA Study Study Amendment
Unanticipated Problems Extension Closure Termination Protocol
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