EKOSISTEM RISET BIOMEDIK DAN
FARMASI KLINIK MENGHILIRKAN
KUALITAS LAYANAN DAN
KAPASITAS INDUSTRI W

Universitas Airlangga

Excellence with Morality

Junaidi Khotib
Fakultas Farmasi Universitas Airlangga




PENELITIAN BIOMEDIK DAN FARMASI KLINIK

" Translational
Research

Translational

Studi pre — klinik Medicine

(in vitro & in vivo)

Clinical

Basic Research

Sciences Translational

Science
and Studi epidemiologi & Uiji klinik

. New methods Regulatory '

. New analysis y  Science

: New screening '

: New disease models : Pharmaceutical
. New biomarkers Industry

: New theories Capacity

. for :
. translational research
translational medicine
clinical research :
regulatory science

Regulasi » Clinical Pharmacy Hub

> Pharmaceutical
Industry Hub




PENELITIAN BIOMEDIK FARMASI

Open-ended Disease-oriented
research research
N O
WSO §
2 )
1] : :
Er) él diagnostics +
Socio-economic = therapy

research

BIOMEDICAL
SCIENCES

% ,

Research for monitoring
therapy’s effects

Research to treat
diseases; preclinical
models

!‘ -

Clinical research

of molecular
mechanisms

characterisation

population +
patients

BIOMEDICAL

RESEARCH
CYCLE

clinical and
molecular
phenotyping

identification of
gene and protein
modifications

e
Ge"erating know\ed®




PENELITIAN TRANSLASIONAL

Translation to Humans TO :

Proof of Concept r
Phase I Clinical Trials '

“ T1

Translation to |mproved
Population
Health & Policy T4 Global

Health

Population-level
Qutcome Studies

Soclal Determinants
of Health

Penetapan senyawa utama,
molecular target dan mekanisme
kerja (Basic Research)

: Metode baru dalam evaluasi dan

validasinya serta uji coba pada
manusia (sehat)

: Pengujian efektivitas dan resiko

suatu pengobatan atau tindakan
Pengujian keamanan pada pasien

. Implementasi penggunaan temuan

pada masyarakat




PENELITIAN FARMASI KLINIK
o Ee

Dhhaca
m ’ -
40

20-80 1,000-3,000 Thousands
participants participants of participants
. »
| A Q >
» ' N
Uptoseveral Up totwo One-four One year +
months years years \
Investigates Investigates Investigates -
the safety both safety long-term
profile of the and efficacy of effectiveness, - '
drugand aims the selected benefits ‘
toidentify a dose, often and cost
safe dose that comparing effectiveness
can be used against standard of treatment.
in humans treatment Phase |V trials
are conducted
once amedicine
has been
approved for
useandison
the market




PENGEMBANGAN EKOSISTEM RISET KEFARMASIAN

(Inovasi — Teknologi — Network)

Pengujian
.« 1ple s \ r Penggunaan, DUS-DUR
Farmasi Klinik Efektivitas Survaillance
Keamanan
industri Farmas! Skala Pilot skaa ncust Perijinan >kala
Regu|ator Validasi Proses J Industri
Academia Target, Mekanisme
Riset center Keria Pre-Kiinik Fasel Fase 2 Fase 3 Fase 4
Investigasi Uji Pada Manusia Efficacy Efikasi & Keamanan Pemastian Keamanan
Pusat Riset Teaching Industry Industrial Hub Science Techno Park




IMPLEMENTASI 1: PENGEMBANGAN OBAT COVID-19

Sintesis ” [Pusy
* Impurity

* |n silico

. * Mechanism kerja obat
Desain - Target kerja

 |dentifikasi dan elusidasi




IMPLEMENTASI 1: PENGEMBANGAN OBAT COVID-19

Rumah Sakit -
Industri Farmasi ,‘,’
Regulator

A A A A

Efikasi
Keamanan

Investigasi  Uji Pada Manusia Efficacy

Modifikasi dari Lurie et al, Developing Covid-19 Vaccines at Pandemic Speed, NEJM 2020
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