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This clinical trial has been approved by the MJH ERCto be Minimal/Moderate/ High Risk.

The frequency of Continuing Review Reporting shall be monthly

The following documents were reviewed and approved for use in this study.

o Protocol

o Informed Consent Forms ICP

DOther Study Materials

Belowareadditional study documents included in the review asbasisfor the approval of the study.

o Investigator's Brochure

o Curriculum Vitae & Good Clinical Practice (GCP) Certificate of Investigators.

Chair, Ethics Review Committee

{Note: This Ethical Clearances carries with Principal Investigator's commitment to comply with International and

national guidelines on Good ClinicalPractice. Please see attached for strict compliance.)

t (ThisCommittee is recognizedby SIDCERStrategictntttative for developingCapacityin EthicalReview)and FERCAP(Forumfor EthicalReview

Committee in Asia and the Western Pacific and Accredited by PHREB(Philippine Health Review Ethics Board).

t TheCOMmitteeis fully compliant with the regulationsas they relate to ethtcscommittee and the condlttons and principlesof GoodContcalProcess.
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