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24 April 2017

GEORGE MICHAEL SOSUAN, MD
Principal investigator

Department of Ophthaimology
UP-Philippine General Hospital

Re:  UPMREB Code: (OVS) 2017-183-01
Title: A Randomized Controlled Trial on the Effects of Oxymetazoline Nasal Spray

after Dacryocystorhinastomy
Dear Dr. Sosuan:

We wish to, inform you that your study protocol has been reviewed and is hereby granted
APPROVAL for implementation by the UP Manila Research Ethics Board (UBMREB)

Panel 4, This ethical clearance is valid untl 30 April 2015,
The following documents have been approved for use in the study.

1. Study Protocol, version 1,24 April 2017
2. Data Collection Form, version 1, 24 April 2017
3. Informed Consent Docurnents (ICD), version 1, 24 April 2017
Informed Consent Form
English version
Filipino version
Informed Assent Form
English version
Filipino vérsion

In addition to the abovementioned documents, the following technical document/s
was/were inéludedin the review on which this approval was based:

1. Curriculum Vitae and Good Clinical Practice (GCP) Certificate of
«  Dr. George Michael N. Sosuan

2. Curriculum Vitae of
o Dr. Felice Katrina T. Ranche

« Dr. John Kenneth D, Lagunzad
3. Study Budget: version 1, 24 April 2017
While the study is in progress, we réquest you'to submit to us the following documents:

1. Progress report ysing the attached UPMREB FORM 3(B) 2012 Continuing Review
Application Form every year which includes the following: (NOTE: \In view of active
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Date covered by the report
Protocol summary and status report on the progress of the research
Number of parlicipants accrued
Withdrawal or termination of participants
Complaints on the research since the last UPMREB review:
. Summary, of relevant recent research Iiterature, interim. findings and
amendments since the last UPM] review.
% Any rélevant multi-center research reports
hi Any relevant information especially about risks associated with the
i. A copy of the informed eonsent document :
2. Any changes in the protocol, especially those that may adversely affect the safetyof
the participants dring the conduct of the trial including changes in personnel, must
be submitted or reported using the attached UPMREB FORM 3(A) 2012 Study
Protocol Amendment Submission Form.
3. Revisions in the informed consent form using the attached UPMREB FORM 3(A)
2012: Study Protocol Amendment Submission Form.
4. Reports of adverse events including from other study sites (national, intemational)
using the attached UPMREB FORM 3(G) 2012: Adverse Events Report.
5. Notice of early termination of the study and reasons for such using UPMREB FORM
3(E) 2012.
6. Any event which
7. Any information which is needed by the UPMRE to do ongoing review.
8. Notice of time of completion of the study using UPMREB FORM 3(C) 2012: Final
Report Form.
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research

ay have ethical significance.

9. Application for renewal of ethical clearance 90 days before the expiration date of this
approval through submission of UPMRES FORM 3(8) 2012: Continuing Review
Application Form, if the study will continue beyond expiation date of ethical
clearance.

Please note that forms may be downloaded from the UPMREB. ‘website: reb.upm.edu.ph.
Thank you:

Very traly yours, /|

RYNER RRILLO, MD
Chair, EB Panel 4
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