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INDONESIA

* Indonesia is an archipelago comprising approximately
17,508 islands

* It has 34 provinces with over 238 million people, and is the

world's fourth most populous country




* There are 72 medical schools, 53 of them have
been accredited

* Currently, about 10 medical schools are actively
involved clinical research activity

* Clinical research in Indonesia is associated with
some potential benefits such as:

Wide variety of diseases
Availability of research subjects

Rianto, 9t Kitasato — Harvard PH meeting 2009



Important health problems in
Indonesia

Proportion of contagious diseases

No Diseases

tuberculosis

liver infections
pneumonia

diarrhea

typhoid fever

malaria
meningitis/encephalitis
dengue hemorrhagic fever

1
2
3
4
5
6
7
8
9

tetanus

Y
o

septicemia

(Riskesdas, Ministry of Health of Indonesia, 2007)



Important health problems in
Indonesia

Proportion of non-contagious diseases

No Diseases

stroke

hypertension

diabetes mellitus
malignancy

ischemic heart disease
chronic lung disease
other heart diseases
peptic ulcer

1
2
3
4
5
6
7
8
9

congenital malformation

-
o

malnutrition

(Riskesdas, Ministry of Health of Indonesia, 2007)




Indonesian regulation ethics on
biomedical research based on



International Guidelines and
Principles Of Research Ethics

1. Nuremberg code (1947)

put emphasize on protection of the integrity of the research
participant and on their voluntary consent

2. Universal Declaration of Human Right
(United Nations, 1948)

Article 7 of the International Convenant on Civil &
Political right (1966) states:

No one shall be subjected without his/her free consent to
medical experimentation.



3. The Declaration of Helsinki (1964)

- Issued by the 18t WMA general assembly and has several
time been amended. Edinburgh the 52" WMA-general
Assembly 2000, the latest.

— This Declaration of Helsinki is the key reference used in
formulating the National guidelines for health research,

every where

4. Operational Guideline for Ethics Committees that
Review Biomedical Research (WHO, 2000)

— The establishment of Health Research Ethics Committees
and used in Indonesia as the key reference.

— The development of quality and consistency-ethical review.



5. International Ethical Guideline for Biomedical
ggaeza)rch Involving Human Subject (CIOMS,

—  CIOMS (Council of International Organization of
Medical Sciences)

— Low resource countries, national policy,
applying ethical standards in local situation

5. Others:

- International Guideline for Ethical Review of
Epidemiological Studies (CIOMS, 1991)

- Guideline for Good Clinical Practice for Trial
(WHO, 1995)

Adopted by European Union and Indonesia
(Pedoman Cara Uji Klinik yang Baik)

— International Conference on Harmonisation for
GCP(1996) adopted by BPOM — CUKB (2001)



7. Bioethics Communities of Work : Procedures and
Policies (UNESCO, Guide No 2, 2005)



Seven Ethical Pillars of Clinical Research

*»* BENEFICENCE CONFIDENTIALITY
“ NON — MALFEASANCE JUSTICE

¢ FIDELITY



Ethics on biomedical research in
Indonesia

Regulation Ministery of Health No. 1333/2002,
agreement on human research

Regulation Ministery of Health No. 1334/2002,
regarding National Ethics Committe on Health
Research

National Ethics Guide lines on Health Research
2004

Ministerial Decree number 657/Menkes/PER/
8/2009 regarding guidline sending the specimen
for health’'sR& D



Ethics Committee

1982: the first EC in the country was established

Today ECs exist in the majority of schools and
hospitals which are conducting clinical research

2003: the Minister of Health established the
National Committee on Ethics of Health Research
with the tasks to improve the capability of the
ethics committees

2009: there are 34 ECs throughout the country



National Ethics Committee on

Biomedical Research
* An Independent body within Research and
Development Ministery of Health
Tasks :- promote ethics in health research
- prepare national guidelines
- develop networking of ECs
- review special protocols
- monitor institutional ECs
- report to MOH annually
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Members of National Ethics Committee
on Biomedical research

Consists of :
A Researcher
A medical doctor
A lawyer
A lay man
A biomedical scientists
A public health experts
A philosopher
A pharmacist and other scientists

Total number of member 25 persons



Form for protocol National Institute of
Health Research and Development

V% Komisi Etik Penelitian Kesehatan S
<\ 5 POB/010/01.2
/] ’ \ | Badan Penelitian dan Pengembanzan
{ Kezehatan (KEPK-BPPK),
' 3 K szentenan K.esehs_atan Berhku mulai-
& W~./ Republik Indonesia » Juki 2011
.httpl. www. Judul:
hba;i.g;phs. 3.4. Pengajuan Protokol untuk Telaah | .7 ; 4551
LAMPIRAN
FL/01-007/012
Halldari2
Formaulir Pengajuan Dokumen
Diisi oieh Pengusui(rangkap 3)
Noxor dan Tazzzal Surat Pangantar Protokol - %)
NeProtokel:*) ICT T T 1T I 1 I [ | Ts!Peagirican :*)
Jenis O 1. Telmb awal O 4 Telash bojuten unmk prosckel yang
P juan®* 2. Pangerimoan keesbali tolak
mpjut): U untuk sleah wlng R
[0 3. Amomdemenprotckel [0 5. Pmghentian smd
Judul protokel
Hotua pelaksany :
Nozsor Telepea : |Fax: |
E-moil Eomunikasi yang [[J Telepen [JFax
denginkan o-zail
Institusi : I
SumberDams ......c...ce.. I Total dama (Rp/USD). &
Dokumen yang dildrins *): E Lengkap [Tidak hmd:xp
(rangkap 3) Kuitans: Pepsbavaran Rp.....oooooooeeenn
1. Kelsazkapan protokel yang diarakan unrek telaak awal (bari tanda V) :
Fornulr kay otk KEPR-BPPR
Ringkasan protokol
Sicdata Kerza Polaksana

Susunan tix penelt beserta keahbanova

Parsetaman Ancan yang Berwezanz (Kepaly Institus: , PPI dan Kotua Polakiana)**
Naskak pezjelasan uatuk d i

patkan persetwaan dari s=bjek p

Fornulr parsetuaan setelah pexielasan (myformed consent)

mstitusi/negara

Posetzjman otk clsh Komisi Eok setempat unmk protokel yamg diaukan dant

lain

Surat :pa dant Ristek bag: pemelits 2:ing (PP 41 tabmn 2006)

Smt Parjaxjian Kerjasama antara Peoslits, Spoasor daz Instias: Penclitian QMol)

R by \ﬂ‘{”'l
Instrummen Ponslitian (ku pod wawancara, di)
Surat Perjazjian Kerjasama aztara Peoelitz, Spoascr dan I : Ponal Aol

Case Record Forms (CRF)****)

Imvestigator's &

rochure ****)

Parsetauan mvestigarsonal drgs dari BPOM***%)

COPOB KEPE-BPPK Peongajuar Protokod st Telaak Awal-Ver Thalll | doc

P Komisi Eik Penelitian Kesehatan POB/G
/ ’ \\ Badan Penelitian dan Penzembanzan s
[ Kesehatan (KEPK-BPPK),
e & Kementerian Kezehatan Bekika il
\(2 WS/ Republik Indonesia —
WTF;" Fudul:
;_i" 34 Pengajnall’;:‘loholuntuk'fdah Hal 2 dari2
LAMPFIRAN 1
FL/01-007/01 2
Hal2 dari2

2. Kelenz) protokol yang diajekan untek telaah wlang (ben tanda V) -

F juan ulang / parbaik dam
Cataten: Parubaban pada protokol dan dok yang terkait (hard copy atan soff copy)
hmdibmhﬂnmjﬂh&l-gn_pmhnhamhwdbhl

Lamsbar revisi rimgkasan pe (jika ya telab d kan)
Formmlr ash pengan hlnh'rll
Protokol dan dok | yang terkait (Iaformasi tentang subyek, Case report

ﬁu-s(CRl-) Imﬂﬂmsbndnn' Fornmbir snformed consent, Anggaran penelitian,

3. Kok :l protokol yang diajukan untak d (bari tanda V) :

Parmoh, untek di dam
Catatan: Parubahan pada protokol dan dok yang terkait (hard copy atan soff copy)
|| harus dibari tands yang jelas, dsmgan garis bawah atau baraf tobal.
| | Formmiir asli pongaman amandeman
Protokel dan dok yang tarkait
4. Kelengkapan protokol diajukan untok tehah lanjut tahun bardkut (bed tanda V) -
Parmch untek p tolaak lanmtan tabus barikut
Formmlr asli pangaman selaak

lanjutan
Dok Informed Consent yang terakhyr (disetuyu oloh EEPE-BPPE BPPK)

5. Eeleagkapan protokol yang disjekan unisk hentian studi (bari tanda V) -

P h untok g o

rmmmmm@mmmam

Tanggal .o

- Bawalah tanda terima ini ketita menghubungi KEPK-BPPK

- #) Diisi okeh Sekretariat KEPK-BPPK

- **) untuk penelitian besar (Riskesnas, Rifaskes, Rikus, dan sejenisnya)
perlu mendapat persetujuan dari Komisi Iimiah

- **+) Untuk penelitian yang akan mengrimkan sampe] ke luar negen

- *#+%) Hanya untuk uji klinkk

C:\POB KEPK-BPPK/Pengajuan Prosokol wend Yeloah Awal-Ver 7hlt] 1.doc



Clinical Trial Form National Institute of

Health Research and Develonment

Vo Komizi Etik Penelitian Kesehatan <
/| ’ \\ Badan Penelitian dan Pengembanzan -
: Kesehatan (KEPK-BPPK),
\.' o/ Kementerian Kesehatan Berlaku mulai-
:\ Wo%/ Republik Indonesia 7 Jui 2011
httpiiwww. Fudul:
hba;i':d' 3.4 Pengajuan Protokol untuk Telaah | .. 1 a0
LAMPIRAN1
FLA1-01001.2
Hall dan 10

Formulir Pengajuan Etik Penelitian Kesehatan Untuk Uji Kimik

Diisi oieh : Ketua Pelakzana Penelitian (rangkap 3}

(Formulir ini terdiri dari 10 halaman Silahkan isi formulir dengan jengkap. Semua isi
pernyataan hendakmya dikenk/diisi dengan huny cetak. Formulir yang sudah diisi
dikirimban ke : Sekretariat Komisi Etik Penelisian Kezenhatan — Badan Penelitian dan
Pengembangan Kesehatan, Ji. Percetakan Negara 29 Jakarta Puzar No. Telepon
(021) 4261088 ext 106 Fax (02I) <$243933, emai: Zomeubgyahoo com dan
komerikiiiithane. depkes.go.id

No. Protakol = ! i T ) ] el e
(Drist oleh Petugas Scireiaria KEPK-BITK)

A Informasi Umum
1. | Kstua Pelaksaza Pencht:
Utama (gelar dan 2amma)

2 | Imstirusi Penyelenzgzara Napn
Pepelrian Alamat :
Teb
Fax
E-mail

3. | Judul Protokol

COPOB KEPE-BPPK Pongajuar Protokod st Telaah Awal-Ver Thalll | doc

P Komisi Etik Penelitian Kesehatan :
N\ 010/
/ ’ \ | Badan Penelitian dan Penzembanzan o
[ Kesehatan (KEPK-BPPK).
',; & Kementerian Kesehatan Berlaku mulai-
& :::;, Republik Indonesia 7 Jak 2011
http:/Awww. Judul:
Litbang depkes. :
gijd 3.4. Pengajuan Protokol untuk Telaah |z 1042510
Awal
LAMPIRAN1
FL01-01001.2
Hal10 dari 10
F. Pemyataan dan tanda tangan
Yang bartands tangan d: bawab m:
Nama 3
Jabatan :
Bartindak sebagai : Kotua Pelakiana
Judu! penalitian

telah membaca, mengisi dan mengerti tentang isi formulir ini dan bertanggung
jawab terhadap pelalsanaan penelitian tersebut di atas sesuai dengan Protokol
yang diajukan. Semua pernyataan dalam formulir ini tercantum lengkap dalam
protokol

20.

Tazndy tangan
Eerza Pelaksazy / Penelit: Utama

Nama Jelas dan NIP

COPOB KEPE-BPPK Pongajuar Protokod st Telaah Awal-Ver. Thalll | doc



ndonesian Food and Drug
Adminstration

Impact of Sending Specimen Regulation in Indonesia

Clinicaltrial approval application to BPOM
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Impact of Sending Specimen Regulation in Indonesia
Clinicaltrial approval application to BPOM
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Challenges

Limited resources
Standard Material Transfer Agreement (SMTA)

The quality of Indonesian reseacher need to be
upgraded

The hardwares or modern equipment need to be
updated

The standard accredited laboratory based on
international guideline need to updated

Post study access
Cross Culture sensitivity

Purwadianto A, Indonesian MOH 2012



solution

Transfer of Knowledge from developed countries

Transparancies and its impact for the benefit also

for developing countries where the research is
done

Capacity building for the present reseacher

Colaboration and upgrade the infrastructures to
present standard

Protection and Safety for the subject eg.
Insurance



THANK YOU



