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IVI supports vaccine development across the vaccine value chain

Discover Develop Deliver Epi. Surveillance

• iNTS
• Group A strep
• SFTSV
• Shigella
• Hepatitis A, B
• Tuberculosis
• HAdV-55
• COVID-19

• Paratyphoid A
• Zika
• Hantavirus 

Pulmonary
• Syndrome 

(HPS)
• Lassa fever
• MERS

• Invasive Non-typhoidal Salmonella (iNTS)
• MERS-CoV
• Chikungunya
• Schistosomiasis
• Typhoid
• COVID-19
• Cholera
• Micro-needle array (MAP) Hep-B

Epidemiology/ 
Observational 
Study Support

Protocol dev. incl. definition of 
endpoint, bio investigation, & 
database

Prevalence & incidence est. of 
infection/disease severity

Data for decision on vaccine 
introduction
Site preparedness for Ph.3 trial & 
effectiveness study
AMR assessment & public 
database creation

AMR 
Monitoring

Vaccine Impact 
& Effectiveness 

Study

Mass vaccination campaign

Vaccine intro through health 
authorities
Real-life vaccine performance 
assessment

Health 
Economic 

Study

Field-based data 
collection incl. costing 
& willingness to pay

Global/country 
analyses incl. invest., 
budget impact, cost-
effectiveness, demand 
& disease burden

Policy & Advocacy Research

Modeling
Vaccine impact & 
disease risk mapping 
etc.

Pre-Clinical 
Study & 
Support

Material production, 
test & release for 
toxicology studies

Protocol dev.

CMO/CRO 
identification

Process & 
Analytical 

Dev.

Scalable & optimized 
processes for candidate 
Ag

In vivo animal studies

Analytical methods for 
qual. testing

Assay Validation 
& Clinical 
Samples 

Evaluation

Critical assay development & 
optimization

Method validation according to ICH 
guidelines

Candidates & process transfer to CMOs 
& stability plan dev.

Clinical sample evaluation in GCLP lab

Tech Transfer 
Support

Process scale-up & ensuring of 
commercial-scale mfg. & vaccine 
candidate supply

Mfg. Support

Clinical Dev. & 
Regulatory 

Support

IPDP & CDP development

Clinical trial implementation & 
management in HIC & LMIC

Regulatory affairs consultation

• Dengue fever
• Cholera
• Typhoid
• AMR
• GAS
• iNTS
• RSV
• Schistosomiasis

• Typhoid
• Cholera
• COVID-19
• RSV
• GAS
• Shigella
• AMR
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Cross-Functional Activities • Translational 
Hubs

• Innovation Vaccine
Research Centers

• Training and 
Capacity building IVI develops and supports: • Project 

Management



Managing Innovation to Impact

NATIONAL
VACCINATION

PROGRAMS DEMAND

SUPPLY

VACCINE

New global 
health vaccines

Developing 
Country 
Vaccine 
Manufacturer

Manufacturing
Clinical Development
NRA approval
WHO PQ

WHO/SAGE
Gavi/UNICEF
ADVOCACY
NITAGsDEVELOPMENT AGENCIES

• KOICA, SIDA, DFID, USAID
FOUNDATIONS / TRUSTS
DONORS

Drug-resistant S. Typhi 
in Pakistan

NEED:  A safe, effective 
typhoid conjugate vaccine

Impact
• Lives saved
• ↓ DALYs
• Healthier families

o ↓ poverty
o ↑ cognitive and 

physical 
development

o ↑ education
• ↑ Economic growth

Technology 
Transfer & 
Mfr Support

LABORATORY

• Clinical 
Development and 
Regulatory

• Biostatistics
• Data Management
• Support for PQ

New 
vaccines

• Burden data
• Cost Effectiveness
• Investment Cases
• Full Public Value of 

Vaccines Analyses
• Support for NRA / 

NITAGs
PUB HEALTH, 
ACCESS & 
VACCINE EPI
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Understanding the burden of disease from Salmonella Typhi

Dr. Florian Marks

2007 ViVA
• Global Risk Factor 

Mapping
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TCV Cost Effectiveness Analysis

Confidential Lee, Mogasale, et al, unpublished Lee, Mogasale, et al, 2016
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Technology Transfer and Clinical Development of Vi-DT

Dr. Sushant Sahastrabuddhe
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Mozambique Typhoid Fever Surveillance 
Program (MOTIF)

Typhoid Vaccination in Madagascar (TyMA)

TCV introduction and effectiveness evaluation

Dr. Florian Marks



8

Impacts: a decade of work on Salmonelloses in Africa
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Opportunity: Typhoid in Fiji – Vaccination and Elimination (TyFIVE) & TySICS

Dr. Florian Marks, Dr. Rafi Zellweger 



New burden studies: S. Typhi & invasive non-typhoidal Salmonella

Dr. Florian Marks, Dr. Birkneh Tadesse

Latin America – Peru and Brazil

Africa - Ethiopia



IVI Typhoid Programs 2000 - 2023
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DOMI 
2000

ViVA
2007

TSAP 
2013

SETA 
2016

THECA 
2019

Ty-FIVE, 
TyMA, 

MOTIF, et al

Vi-DT

2014
BioFarma

SK

Program Title

DOMI Diseases of the most impoverished 

ViVA Vi-based Vaccines for Asia

TSAP Typhoid Surveillance in Africa Program

SETA Severe Typhoid Fever in Africa 

THECA Typhoid conjugate vaccine effectiveness in Africa

Vi-DT Typhoid Conjugate Vaccine: SKB & BioFarma

Ty-FIVE TCV (Vi-TT) in Vanua Levu, Fiji

Cholera Shigella

iNTS

Typhoid

Diagnostics

Delivery

SETA+ 
STIA 

CEA 
2013



Need – Innovation – Impact (and thank you to our collaborators since 2000)

• Burden studies – DOMI, ViVA, TSAP, SETA (SETA+, 
STIA) include epidemiology, risk factors, early 
investment case, work with SAGE/Gavi

• Vi-DT TCV vaccine development – technology 
transfers (Shantha, SK Bioscience, BioFarma, 
Incepta)
⎼ SKB approved by MFDS, WHO PQ submitted (SKB) 
⎼ BioFarma approved by BPOM, WHO PQ submission anticipated

• Effectiveness
⎼ THECA (TyVEGHA,  TyVECO, TyMA)
⎼ Cost effectiveness
⎼ Support for Gavi applications

• Implementation / Uptake
• New innovation

⎼ Trivalent TCV-iNTS?
⎼ TCV MAP?
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Thank You

VACCINES FOR A HEALTHIER FUTURE
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