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No. Reg. 06 22 185
AN
ETHICAL APPROVAL
NOMOR B.02.01/X 6.5/185/2022

Komite Etik Penelitian RSUP Dr. Hasan Sadikin Bandung, dalam upaya melindungl hak asasi dan kesejahteraan subjek
penelilian serta menjamin bahwa penelitian yang menggunakan formulir survei/registrasifsurvedens/Bahan Biologl
Tersimpan dan non klinis lainnya berjalan dengan memperhatikan mplikasi elk, sosial dan non klinis lainnya yang
berlaku, telah mengkaji dengan teliti proposal penelitian berjudul

The Research Ethics Committee of Dr. Hasan Sadikin General Hospital Bandung, in order lo protect the right and
welfare of the research subject end lo guaranty thst the research wusing  survey
questionnaire/regisiry/surveiflence/archived biclogical matenalsiother non clinical materials, will carried out according
fo ethical, legal social implications and other applicable regulations, has been throughtly reviewed the proposal enlitied:

“Peningkatan Fungsi Hatl Sebagal Prediktor Beratnya Infeksi Virus Dengue”

Nama Penelili Utama *  Riyadl dr,, Sp.A(K)., MKes

Principai Reseacher

Pembimbing/Peneliti Lain ¢ Dr. Ina Rosalina, dr,, Sp.A(K), M.Kes, MH Kes
Supervisior/Other Researcher Dr. Djatnika Setiabudl, dr., Sp.A(K), MCTM(Trop.Ped)

Dr. Anggraini Alam, dr., Sp.A{K)
Chindy Arya Sari, dr

Nlnja Institusi :  Departemen/KSM |imu Kesehatan Anak
Institution Fakultas Kedokleran Universilas Padjadjaran
RSUP Dr. Hasan Sadikin Bandung

proposal tersebut dapat disetujui pelaksanaannya.
hereby declare thet the proposal approved

8. Panalltian dapat dilaksanakan setelah mendapatkan Surat izin Penelitian darl RSUP Dr. Hasan Sadikin
Bandung atau dari Institusi dimana penelitian dilaksanakan.

b. Pada akhir penelitian laporan pelaksanaan penelitian harus diserahkan kepada Komite Etk Penelitian RSUP
Dr. Hasan Sadikin Bandung.
Jika ada perubahan protckol dan/atau perpanjangan peneitian, harus mengajukan Kembali permohonan kajian
etk penelitian (amandemen protokol}.

a. Research can be carried out after obtaining a research permit from Dr. Hasan Sadikin General Hospital
Bandung or from the institution where the research is carried out.

b. At the end of ressarch, a report of reseach implemeniation must be submited to Health Research Ethics
Commiites of Dr. Hasan Sadikin General Hospital Bandung.
if there's 8 chenge of protocol and/or a research extension, the principal investigator is required fo resubmit the

protocol for approval (protocol amandment).
Ditetapkandi  : Bandung
Issued in

Tanggal . 04 Juli 2022
Dale

Kelua
Chaiman,

Dr. Ina ina, dr.,, Sp.A(K)., M.Kes., MH Kes.
NIP. 196010251887032001

*Ethicel approval beriaku sstu tshun dari tanggal persetujusn

“Ponelit berkowajban -
L Menage kerahassan identitas subjek paneitan
Noap the subject’s confidentisf

2 Memberiahukan status panqlifian apatsls
oL Setsiah masa beriakunya keterangan lolos kaji etik, penelitian masih balum selessi, dalam ha! ini elhics! approval daa sursl izin penelitian
harus dperpanjang
b. Peneiitian berhanti dtangah [alan
Notty of the rassarch stalus
8 There sftor ol penod of passing Eiical Approval. & research s53 nof compietad, this matier athical approval and esesrch peemnit have o be
axisnded
& Sty ended midway
3 Melsporkan kejadan senus yang tdak dinginkan (senous adverse events)
Repor @ undersirable  3evious even! (senous adverse svents)
4 Melaporkan polaksanaan penaitian secarn bedkala
Report 8 siudy on periockcally
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