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- Vaccines

- Immuno sera

Transition

- R&D intense

- Product diversification

- IT / ERP

- Technology

- Human Capital

- Infrastructure

Life-science
- Vaccines

- Biosimilar

- MAB & Diagnos.

- Blood Product

- Stem Cell

- Animal Facility

Traditional

BIO FARMA'S  BUSINESS  TRANSFORMATION
Bioeconomy 2030

Knowledge-based  

R&D - Driven



PERTNERSHIP IN BIO FARMA



Types of Partnership

Product 
Development

Clinical Trial

New 
Products



VACCINE DEVELOPMENT FLOW CHART

Vaccine 
Research

Pre

clinical 
trial

Phase 
I CT

Phase 
II CT

Phase 
III CT

Phase 
IV 

PMS

GMP GCP & GLP

15-20 years

GPvP



PARTNERSHIP : Vaccine Dev dan Platform Tech.

Bio Farma

JPRI/BIKEN

BIKEN

Biovac

IVI

MCRI/BMGF

ANU 
LIPOTEK

wSP

BMGF/PATH

WHO
IVR
PATH
IVI
BMGF
NVI

S-IPV

Seasonal Flu

Hib liquid

Vi-DT

Rotavirus

Lipovaxin
+ New Tb

PATH

nOPV



KONSORSIUM PENGEMBANGAN NEW TB VACCINE

UGM UI UNPAD ITB UNAIR UNHAS LITBANGKES BIO FARMA

KONSORSIUM PENGEMBANGAN DENGUE
VACCINE

UGM UI UNAIR EIJKMAN LITBANGKES BIO FARMALIPI BPPT

NATIONAL PARTNERSHIP



Uji Klinis



Tujuan

Registrasi Produk

WHO PQ

Publikasi



Kerja Sama Uji Klinis

Universitas Pajadjaran

Universitas Gajah Mada

Universitas Indonesia

Universitas Udayana

Universitas Airlangga

Universitas Diponegoro

Universitas Sebelas Maret



Contoh Kerjasama Uji Klinis Fase I

UNPAD

• Vaksin Hib, Pentavalent

• 2011,2012, Registrasi, WHO PQ, Publikasi

UI

• Vi-DT

• 2017, Publikasi

UGM

• Vaksin Rotavirus 2018, proses publikasi



Contoh Kerjasama Uji Klinis Fase II-III

UNPAD

• 2003-2017, DTP-HB, Hepatitis B, Pentavalent, bOPV, QIV

• Registrasi, WHO PQ, 7 publikasi

UI

• 2018, Vi-DT

• 3 publikasi, fase III masih berjalan

UGM

Phase IIb 3 publications, Phase III on going











Pemilihan Center Uji Klinis

Menjamin
perlindungan subjek

Menjamin
implementasi GCP

Menjamin
implementasi protokol



Fasilitas Uji Klinis

Profil Center 
Uji Klinis

Pengalaman
Uji Klinik

Kandidat
Center 

Uji Klinis



1.Peneliti

Pengalaman Uji 
Klinis

Sertifikat GCP

Dedicated



2.Tim Uji Klinis

Tim Uji Klinis 
berpengalaman



3. Tempat Uji Klinis

Ruangan 
khusus

Nyaman

Privasi 
terjamin



4. Penyimpanan Dokumen

Ruangan yang 
sesuai

Akses terbatas

Retensi 5 tahun



5. Penyimpanan Vaksin

Ruangan yang 
sesuai

Khusus 
penyimpanan 

vaksin

Suhu terjaga



Dokumen yang Disediakan Center Uji Klinis

Perijinan
Persetujuan

RS
Persetujuan 

Dinkes

Investigator 
sheet log

Indentification
sheet log

Kaji Etik



Dokumen yang Disediakan Sponsor

PPUK Protokol PKS

Case Report 
Form

Investigator 
Brochure

Diary Card



Monitoring, Audits, Inspections

• Monitoring by 
sponsor

• Audit quality by 
QA/ Sponsor

• Inspection by 
Badan POM



Rotavirus Vaccine Development 
Collaboration

MCRI: RV3BB
BF: Further 

Development & 
CT Sponsor

UGM: 
Surveillance & 

CT
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