KOMISI ETIK PENELITIAN KESEHATAN (KEPK)
FAKULTAS KEDOKTERAN UNIVERSITAS DIPONEGORO/
RSUP DR. KARIADI SEMARANG
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KETERANGAN LOLOS KAJI ETIK
(ETHICAL APPROVAL)

Komite Etik Penelitian Kesehatan Fakultas Kedokteran Universitas Diponegoro-Rumah
Sakit dr. Kariadi Semarang dalam upaya melindungi hak asasi dan kesejahteraan
subyek penelitian kedokteran, telah mengkaji dengan teliti protokol berjudul :

The Ethics Committee of the Faculty of Medicine, Diponegoro University - dr.
Kariadi Semarang Hospital, with regards of the protection of human rights and
welfare in medical research has carefully reviewed the research protocol entitled :

"Management of peripheral neuropathy symptoms with
Neurobion Forte: A 12 week Prospective Non-
interventional (Observational) study in Indonesia (NENOIN
STUDY)” Protocol Version 1.0, date 28 Aug 2015

Peneliti Utama / Principal Investigator : dr. Dodik Tugasworo Sp.S (K)
Nama Institusi / Name of Institution : Neurology Department - RSUD Dr. Kariadi,
Semarang
dan
Peneliti Utama / Principal Investigator : dr. Rizaldy Pinzon Sp.S (K)
Nama Institusi / Name of Institution : Neurology Department - RS. Bethesda
Yogyakarta.

Dapat disetujui pelaksanaannya atas protokol tersebut diatas.
The study protocol is being APPROVED fo be conducted at the above mention sites.

Komite Etik Penelitian Kesehatan bekerja sesuai dengan kaidah dan standar yang
berlaku pada ICH-GCP.

Ethic Committee (EC)/Institutional Review Board (IRB) are operating according to
ICH-GCP standard and requirements.

_Semarang, 04 February 2016

Komisi Etik Penelitian Kesehatan
FK Unlversitab*btponegoro-RS Dr. Kariadi Semarang
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TO WHOM IT MAY CONCERN

Regarding with Ethics Committee (EC) Approval, date 04FEB2016 for EC Submission, date
12NOV2015, with the Title Study below:

”Management of peripheral neuropathy symptoms with
Neurobion Forte: A 12 week Prospective Non-interventional
(Observational) study in Indonesia (NENOIN STUDY)”

Investigator Name : Dr. dr. Rizaldy Pinzon, Sp.S, M.Kes.

Site number : 04 - Neurology Department - RS Bethesda, Yogyakarta
And

Investigator Name : dr. Dodik Tugasworo, Sp.S

Site number : 05 - Neurology Department - RSUD Dr. Kariadi, Semarang

We have reviewed and approved the following documents in accordance to ICH-GCP
standard and requirements:

i)  Ethic Committee Review Form from EC of Dr. Kariadi Hospital (Indonesian Language)

ii) CPOO115_NENOIN_Protocol_Version_1.0 28_Aug_2015 (English)

iii) CPOO115_NENOIN_Version_1.0_ICF_28_Aug_2015_English Language

iv) CPOO115_NENOIN_Version_1.0_ICF_28_Aug_2015_Indonesian Language_site 04 (RS
Bethesda Yogyakarta) (Lembar Informasi Subyek dan Formulir Pernyataan
Persetujuan Tertulis_Versi Bahasa Indonesia)

v)  CPOO115_NENOIN_Version_1.0_ICF_28_Aug_2015_Indonesian Language_Site 05 (RS
Dr. Kariadi, Semarang) (Lembar Informasi Subyek dan Formulir Pernyataan
Persetujuan Tertulis_Versi Bahasa Indonesia)

vi) Copy of draft eCRF version 03 dated 03 Sep 2015

vii) Summary of Product Characteristic (Clinical Overview Neurobion Tablets)

viii) Curriculum Vitae of Investigators (Dr. Rizaldy Pinzon Sp.S - Site 04 ; dr. Dodik
Tugasworo Sp.S - Site 05)

ix) Institution Letter from Dr. Kariadi Hospital (on process for approval from hospital
director)

x) Institution Letter from Bethesda Hospital (it has been approved by the hospital
director)

xi} Drug Safety Manual_Ver 1.0_date on 24 July 2015

xii) Serious Adverse Event Report Form of NENOIN STUDY

Xiii) SF-8 Questionnaire of Life - English and Indonesian Language - date 23 Jul 2014

Ethic Committee (EC)/Institutional Review Board (IRB) are operating according to ICH-
GCP standard and requirements.
Semarang, 04 February 2016

Head of Health Research Ethics Committee
Dr. Kariadi - Academic Hospital
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Nama Peneliti Utama
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RSUP Dr. KARIADI

Persetujuan Rapat Full Board KEPK FK Undip-RSUP Dr.Kariadi
Hari, Tanggal : Kamis, cof-d-FEB- 9016

: 1. dr. Dodik Tugasworo, Sp.S(K), 2. dr. Rizaldy Pinzon, Sp.S, Anggota : dr. Udi, Sp.S

Judul : “Management of Peripheral Neuropathy Symptoms With Neurobion® Forte : A12 Week Prospective Non-Interventional (Observational) study in Indonesia
(NENOIN STUDY)
Reviewer : 1. Prof. Dr. dr. Suprihati, M.Sc, Sp. THT-KL(K), 2. Prof. Dr. dr. M. Hussein Gasem, Sp.PD-KPTI, 3. Dr. dr. Selamat Budijitno, M.Si.Med, Sp.B, Sp.B(K), Onk, FICS
4. dr. Noor Wijayahadi, M.Kes, Sp.FK
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