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Documents Approved 1. Study Protocol versi 01 2018
2. Information for Subjects versi 01 2018
3. Informed consent form versi 01 2018
Principle Investigator : Michael Andreas Leman
Name of supervisor : 1. dr. Gandes Retno Rahayu, M.Med.Ed., Ph.D
2. dr. Mora Claramita, MHPE., Ph.D
Date of Approval : 06 SEP 2018
(Valid for one year beginning from the date of approval)
Institution(s)/place(s) of . Fakultas Kedokteran, Kesehatan Masyarakat, dan
research Keperawatan Universitas Gadjah Mada (FKKMK UGM)
Yogyakarta

The Medical and Health Research Ethics Committee (MHREC) states that the above protocol meets
the ethical principle outlined in the Declaration of Helsinki 2013 and therefore can be carried out.

The Medical and Health Research Ethics Committee (MHREC) has the right to monitor the research
activities at any time.

The investigator(s) is/are obliged to submit:

o Progress report as a continuing review : Annually
o/Report of any serious adverse events (SAE)

& Final report upon the completion of the study
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Prof. dr/ Tri Wibawa, Ph.D., Sp.MK(K) dr. Endy Paryanto, MPH., Sp.A(K)
Chairpgrson Secretary
Attachments:

o Continuing review submission form (AF 4.3.01-014.2013-03)
o Serious adverse events (SAE) report form (AF 6.1.01- 019.2013-03)
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