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Outline of the presentation

• Supply shortages – the problem

• Trends and geography

• Causes of shortages

• Country response: reactive Vs proactive 

• Acting strategically to secure affordable supply

• Demand and supply snapshots: hepatitis A and hepatitis B  vaccines
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Target 3.8: Access to Essential Medicines for All
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SDG 3 – Target 3.8
Achieve universal health 

coverage, including 
financial risk protection, 

access to quality essential 
health-care services and 
access to safe, effective, 
quality and affordable 

essential medicines and 
vaccines for all. 
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Member States asking WHO to take action

Resolution 68.6 – WHA - May 2015

SAGE Recommendation April 2016 

on “Pre-empting and responding to 

vaccine supply shortages*

Resolution 69.25 – WHA – May 2016 

“Addressing the Global Shortage of 

Medicines and Vaccines”**

* http://www.who.int/wer/2016/wer9121.pdf?ua=1

** http://apps.who.int/medicinedocs/documents/s22423en/s22423en.pdf

New 
challenges



Stock-out trends: countries across all income level are affected

 20% of high income 
countries reported 
facing stock-outs in 
2016
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Stock-outs causes: vary depending on income & procurement group

 Overall, 66% of national 
level stockouts due to in-
country challenges  

 Procurement delay and 
vaccine shortage are 
important factors for MICs

 For high income countries, 
supply side vaccine 
shortages are causing 80% 
of stock-outs



Supply shortages in Euro Region:

7

• ALL income groups affected
• Self-procuring MICS – at higher risk
• 15 out of 25 vaccines in shortage / at risk
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Country response to shortages:

 Suspended immunization for 1–4 month (HUN, 

IRE, LTU)

 Identified alternative suppliers/addressed 

regulatory barriers

 Mutual support (BUL/TUR, CRO/NOR)

 Switched to new products (penta > hexa > tetra)

 Modified the schedule (HUN, BUL, ROM, FRA)

 Used products off-label (low antigen level)

 Risk assessment & response options 

(European Center for Disease 

Control/European Commission Health 

Security Committee)

 Vaccine supply security strategy (FRA)

 Procurement procedure changed (BUL, CRO, 

LTU)

• Reactive • Proactive



Global commitment to securing access to vaccines: 
WHA resolutions and access strategies
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URGES Member States to develop strategies to forecast, avert or reduce 
shortages/stockouts …

CALLS upon manufacturers, wholesalers, global, and regional procurement 
agencies… to contribute to global efforts to address the challenges of medicines 
and  vaccines shortages, including through participation in notification systems;

REQUESTS DG to “develop technical definitions, as needed, for medicines and 
vaccines shortages and stockouts;
Assess the magnitude and nature of the problem of shortages &  
Develop a global medicine shortage notification system to better detect and 
understand the causes of shortages

World Health Assembly – Resolution 69.25, May 2016



There are various causes of shortages

10

Demand 
intelligence

Supply 
intelligence

Factors limiting 

availability

Factors limiting 

access

SUPPLY DEMAND

Production 
issues

Unpredictable 
demand

Limited 
supplier base  
& production 

capacity

1 23

INCOMPLETE 

INFORMATION

Limited communication 

between supply & demand

Inflexible 
demand



Acting strategically to secure affordable supply

11

Demand 
intelligence

Supply 
intelligence

SECURING SUPPLY PREDICTABLE DEMAND

R&D support

Manufacturing guidelines

Production capacity

Technology transfer

Prequalification (PQ) 

Producing country NRAs

Policy setting: EVAP/NIP

Decision making: TAGs

Strategic planning: cMYP

Forecasting: Multi-year 

Budgeting: Annual/MTF

Regulatory frameworks: PQ/MR

Procurement: Efficiency/Effectiveness

Purchasing power: Transparency + 

joint procurement

Rational use / Managing stock risks 

1 23

COMMUNICATION

Risk notification & 

information exchange

During the last two decades public procurement ….. has evolved from a clerical signoff-ridden set of activities to a strategic tool to enhance 
efficiency in public organizations, to regulate markets and promote sustainable development (OECD)

Goal:  Alligning and securing supply to reach health objectives

In-country & Regional/Global



New developments at Global level
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Improving vaccine market knowledge

D&T Advisory Group: 
Review of availability of D&T 
vaccines  in the context of new 
policy recommendations

V3P Country fact sheet
MICs/SEEHN  countries:
• Analysis of reported vaccines 
• Review existing manufacturers 
• Review available presentations 
• Prices paid by country, 

compared to the range of prices 
paid by other countries

GVAP Vaccine Price & 
Procurement Report 2017
• 144 countries shared price data 
• 3.2 billion doses / 73 manufacturers
• Vaccine prices are stable or declining 
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A quick Vaccine market snap shot: SEE countries (Example)
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• Small market size (by volume):

• < 4% Euro; 0.24% Global

• Low Predictability: 

• Exclusive 1-year contracts in 5/9 
countries

• Fragmented demand:

• 11/18 Products used by 4 countries or 
less (i.e. most are new and expensive 
vaccines)

• Limited competition:

• Restricted supplier base

• Products from >10 manufacturers not 
procured by SEE countries

• Diverse procurement mechanisms: self 
/pooled

Vaccines by Country ALB BIH BUL CRO MKD MDA MNE ROM SRB Total

BCG X X X X X X X X X 9

MMR X X X X X X X X X 9

Td X X X X X X X X X 9

HepB (ped) X X X X X X X X X 9

OPV X X X X X X 6

DT X X X X X 5

DTaP-Hib-IPV* X X X X X 5

DTwP X X X X 4

DTaP-Hib-HepB-IPV* X X X X 4

DTaP-IPV* X X X X 4

HPV* X X X 3

PCV* X X X 3

TT X X X 3

DTwP-Hib-HepB* X X 2

Hib X X 2

IPV* X X 2

DTaP* X 1

Rota* X 1

Total 10 11 8 9 10 11 9 6 7

* - new and the most expensive vaccines

Source: WHO V3P database



Vaccine presentations demand analysis
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Vaccine type/ 

formulation
Country group

Proportion (%) of 

countries procuring 

the  vaccine 

Proportion (%) of countries procuring specific vaccine presentations

pfs 1d amp/vial 2d amp/vial 10 d amp/vial

HepA (ped)

EUR 6/34 (18%)
5/6

(83%)

1/6

(17%)
- -

EUR UMIC 3/13 (23%)
2/3

(67%)

1/3

(33%)
- -

SEEHN 1/8 (13%)
1/1

(100%)
- - -

HepB (ped)

EUR 26/34 (76%)
8/26

(31%)

13/26

(50%)

1/26

(4%)

5/26

(19%)

EUR UMIC 11/13 (85%)
1/11

(9%)

7/11

(64%)

1/11

(9%)

3/11

(27%)

SEEHN 7/8 (88%)
1/7

(14%)

6/7

(86%)
- -

Source: WHO V3P database



Supplier base for Hepatitis A and Hepatitis B vaccines in  

SEEHN countries, 2016
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*WHO pre-qualified products).

Vaccine type Country group Manufacturers reported 

HepA (adult) Reported by SEEHN  Sanofi Pasteur

Others reported by EUR but 

not SEEHN

 GSK*

 Vector-BiAlgam

HepA (ped) Reported by SEEHN  Sanofi Pasteur

Others reported by EUR but 

not SEEHN

 GSK*

 Merck

HepB (adult) Reported by SEEHN  GSK*

 LG Life Sciences*

 Merck

Others reported by EUR but 

not SEEHN

 Centro de Ingenieria Genetica y Biotecnologia*

 Mikrogen

HepB (ped) Reported by SEEHN  GSK*

 LG Life Sciences*

Others reported by EUR but 

not SEEHN

 Janssen*

 Mikrogen

 Sanofi Pasteur MSD

 Serum Institute of India*

Source: WHO V3P database



Hep B demand & supply by WHO region 
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Demand
• Global demand < 200M doses, 

declining from 2017 to 2030); 
China –~50-65M doses (1/4 of 
demand)

• If low-income countries introduce 
a birth dose the volumes required 
will be significant

Supply 
• Global supply capacity >450M 

doses 
• 7 WHO prequalified  suppliers
• 2 Suppliers have LTAs with UNICEF 

(~20M doses)



Hepatitis A vaccines shortages – 2017-2018

 5  Manufacturers 

 2 WHO PQd manufacturers

 3 manufacturers authorised in 
EU

 1 Manufacturer discontinued 
in 2014 due to quality issues

 Manufacturing delays

• Supply 

 Expanding demand over 5 yrs*:

 2012-4 Countries  

GRC, ISR, KAZ, TUR

 2016-14 Countries

ARM,CYP?,ESP,FIN,FRA,GRC,ISR 

ITA,KAZ,RUS,SMR,SVN,TUR,UZB 

 Low demand visibility for other 
39 Euro countries

 Steady increase in global 
demand for outbreak control 
(i.e. USA, Canada)

• Demand

 Lack of information on 
demand/supply evolution

 Limited communication on 
shortages and reasons behind

• Information

Limited information on demand and supply

* Source: Annual JRF reports



Thank you!
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Extra slides
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WHO prequalified Hepatitis B vaccines
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Manufacturer/MA Holder WHO pre-qualified EMA

GSK (Belgium) Engerix Engerix 1; 10; 20

LG Life Sciences (Republic of Korea) Euvax B 1; 2; 6; 10

Centro de Ingeneria Genética y
Biotecnología (Cuba)

Heberbiovac HB 1; 10

PT Bio Farma (Persero) (Indonesia) Hepatitis B Vaccine Recombinant Uniject

Serum Institute of India Pvt. Ltd.

Hepatitis B Vaccine (rDNA) (Paediatric)
Hepatitis B Vaccine (rDNA) (Adult)

1; 10

1; 10

Janssen Vaccines Corp. (Republic of
Korea)

Hepavax-Gene 10

Shantha Biotechnics Ltd (India)
(Sanofi)

Shanvac-B 1; 2; 6; 10

Merck Sharp and Dohme, B.V.
Waarderweg, 39
2031 BN Haarlem
The Netherlands

HBVaxPro

https://extranet.who.int/gavi/PQ_Web/PreviewVaccine.aspx?nav=0&ID=39
https://extranet.who.int/gavi/PQ_Web/PreviewVaccine.aspx?nav=0&ID=68
https://extranet.who.int/gavi/PQ_Web/PreviewVaccine.aspx?nav=0&ID=23
https://extranet.who.int/gavi/PQ_Web/PreviewVaccine.aspx?nav=0&ID=9
https://extranet.who.int/gavi/PQ_Web/PreviewVaccine.aspx?nav=0&ID=132
https://extranet.who.int/gavi/PQ_Web/PreviewVaccine.aspx?nav=0&ID=5
https://extranet.who.int/gavi/PQ_Web/PreviewVaccine.aspx?nav=0&ID=153


WHO prequalified Hepatitis A vaccines
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Prequalified Type Commercial Name Pharmaceutical 
Form

Present
ation

No. 
of 
Doses

Manufacturer Responsible NRA

19/07/2013
Hepatitis A (Human Diploid Cell), 
Inactivated (Adult)

Havrix 1440 Adult
Liquid: ready to 

use
Vial 1

GlaxoSmithKline 
Biologicals SA

Federal Agency for 
Medicines and Health 
Products

19/07/2013
Hepatitis A (Human Diploid Cell), 
Inactivated (Paediatric)

Havrix 720 Junior
Liquid: ready to 

use
Vial 1

GlaxoSmithKline 
Biologicals SA

Federal Agency for 
Medicines and Health 
Products

22/12/2017
Hepatitis A (Human Diploid Cell), 
Inactivated (Adult)

HEALIVE
Liquid: ready to 

use
Vial 1

Sinovac Biotech 
Co. Ltd

Chinese Food and Drug 
Administration

22/12/2017
Hepatitis A (Human Diploid Cell), 
Inactivated (Paediatric)

HEALIVE
Liquid: ready to 

use
Vial 1

Sinovac Biotech 
Co. Ltd

Chinese Food and Drug 
Administration

Source: http://www.who.int/immunization_standards/vaccine_quality/PQ_vaccine_list_en/en/

https://extranet.who.int/gavi/PQ_Web/PreviewVaccine.aspx?nav=0&ID=264
https://extranet.who.int/gavi/PQ_Web/PreviewVaccine.aspx?nav=0&ID=265
https://extranet.who.int/gavi/PQ_Web/PreviewVaccine.aspx?nav=0&ID=311
https://extranet.who.int/gavi/PQ_Web/PreviewVaccine.aspx?nav=0&ID=344

