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RELIANCE MECHANISM IN INDONESIA

USA
European 

Union
Australia Canada

United 
Kingdom

Japan

The evaluation 

process of 120 WD

• Medicines are approved at 

proposed reference country

• Applicant provides full assessment 

report (unredacted) from at least 1 

regulatory agency of the reference 

country with well-established 

evaluation system

Sovereignty



43/25/24

Regulation of Reliance System in Indonesia

• Unredacted full assessment report

from the reference country

• The CMC (chemistry, manufacturing,

control) should be the same with that

of approved in reference country

• Approval within the last 5 years in the

proposed reference country.

Regulation of 

The 

Chairperson of 

The Indonesian 

FDA Number 24 

Year 2017 and 

its addendum 

Number 15 

Year 2019

Not applicable for drugs that require

specific evaluation regarding differences

in disease patterns, resistance patterns

and/or national program policies

Applicable for new drug registration and 

registration of major variations for new 

indication/new posology of Biological 

Products and New Chemical Drugs 

The criteria of reference country :

● Has an established evaluation

system.

● Has Public Assessment Report

(PAR) in English.

● Has become a reference country to

other countries.



Joint Assessment 

Joint assessment is a formal procedure in which the same 
application is simultaneously submitted to all participating National 

Regulatory Authorities (NRAs).

Assessment is carried out by all participating NRAs and then a joint 
assessment report is prepared.

At the end of the process, the final decision is then taken by each 
individual NRA through their regular decision-making process



Joint Assessment Experiences in BPOM

1.Dengvaxia in 2015

2.nOPV2 in 2020

1.Qdenga 
(Indonesian FDA as 
observer)

2.Perjeta, variation 
on MCB change, in 
2024 (on going)

1.Pyramax in 2018

2.Ocrevus in 2023

JACG



ASEAN JACG: Pyramax and Ocrevus

Evaluation on 

Malaria Drug 

(Pyramax, containing 

artesunate and 

pyronaridine) 

2018
Pilot Project ▪ Evaluation on 

Ocrevus containing 

Ocrelizumab.

▪ Ocrevus was 

approved by 

Indonesian FDA on 

January 22, 2024 

(82 working days 

from required 300 

working days) 

2023
Ocrevus is indicated for the

treatment of adult patients with

relapsing forms of multiple

sclerosis (RMS) with active

disease defined by clinical or

imaging features (see section

5.1).

Ocrevus is indicated for the

treatment of adult patients with

early primary progressive

multiple sclerosis (PPMS) in

terms of disease duration and

level of disability, and with

imaging features characteristic of

inflammatory activity (see section

5.1).

Approved indication 

by The Indonesian FDA:



Submitted Document

Evaluation of Efficacy 

and Safety Aspect

(National Committee)

Evaluation of Quality 

Aspect

Evaluation of 

Labelling Aspect

Marketing 

Authorization 

Approval

OCREVUS

(300 WDs)

Less than 300 WDs

(82 WDs for OCREVUS)

Industry

Joint Assessment 

Document

1st Meeting

2nd Meeting

3rd Meeting

4th Meeting

... Meeting

JA Assessment 

Report

Reality:

in parallel 

evaluation

Decision

Ideal

Our Experience on
ASEAN JACG - Ocrevus

Share each country’s 

concern on product 

evaluation



THANK YOU
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