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The views presented by the speaker do not necessarily

represent the position of the Paul-Ehrlich-Institut

Disclaimer
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 Since October 2015 supply shortages reported by the vaccine

manufacturers are published in the PEI website

 Voluntary reporting by the manufacturers that supply Germany

 cooperation of PEI & Robert-Koch-Institute & STIKO (national 

recommendation board for vaccines) with manufacturers

 Vaccine categories

1. Standard vaccines for basic immunisation of infants and

toddlers

2. Standard vaccines for children, adolescents and adults

3. Vaccines for travellers and special indications

4. Influenza vaccines

Public access to supply shortages on the PEI website

Pharmacists Physicians Public
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 Since April 2017

1. Notification of the sell-off of the seasonal influenza

vaccine products

2. List of deliverability problems with single packaging sizes

 Consequences

 Increased transparency

 Real-time information (publication within 24h) 

 Official documentation (for reimbursement of physicians)

 Changes in market dynamics

 webpage users include whole sellers & parallel trade

 rapid sell-off once product supply is resumed by the manufacturer, 

which generates new shortages

Notification of supply shortages on the PEI website

?
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 Open market

 All vaccine products licensed in EU (EMA, EC) or on national 

level (PEI) can be sold in German pharmacies

 Not all can be obtained (decision of the marketing authorisation

holder) 

 No tender (with exception of some market regulation in the

influenza sector)

 More than one product available per clinical indication

 but rarely more than 2 or max. 3 (!)

 STIKO recommendations (national recommendation board)

 basis for vaccine coverage rates

 basis for vaccination by physicians

 basis for reimbursement by the payers

German Vaccine Market
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Shortage categories

(publication within 24 h after notification of PEI)

Category 1: 

one or more packaging units are not available from the

manufacturer

but others of the same product are still available

Category 2:

one vaccine product not available

(all  packaging sizes of a vaccine product cannot be delivered by the

manufacturer)

Comparable product(s) for the same indication is/are available

and sufficient amount is expected to be deliverable by the

manufacturer of the alternative product to compensate for the

product delivery stop (starting April 2018)

Category 3:

the alternative vaccine product is also not available

supply shortage cannot be compensated

 supply constraint expected:

Guidance for physicians required
9

PEI defines alternative 

product (within 24 h)

STIKO comments if there

are differences relevant 

to users (new)

STIKO decides on  

recommended actions

(published within 5 

working days)
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• Specific recommendations for a clinical

indication

• General recommendations in regards to

priorisation of risk groups
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Priorisation in supply shortage situations

 STIKO recommendations

 Compromise in favor of those at 

risk

 Delay of vaccination

(Compliance?)

 Realization by single physician , 

no nationwide implementation

as long as there are regional 

differences in supply

 Surveillance made difficultAG Lieferengpässe der STIKO: 

Initiated for Pertussis-containing vaccine

supply shortages

Preservation of
STIKO 

recommendations Adaptation to the
market situation
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Supply shortage category development

Category
1

• Packaging size

Category
2

• Alternative available

Category
3

• no
alternative 
product
available

9%

18%

(n=22 products; data from 2015-2016)

23% (n=2)
(n=5)

(n=4)

Cat3Cat2Cat1 (n=3) 14%

Only one Category (n=8) 36% 
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Market relevant supply constraints

 Unavailability of a vaccine or alternative vaccine product at 

the whole seller and/or pharmacy (or physician) 

 Consequences:

 Individuals unprotected

 Vaccine coverage in the population endangered

 Problems:

 Lack of information on availability and storage at

 whole sellers

 pharmacies, physicians´ offices and outpatient vaccination facilities

 regional differences in supply ? (being tackled)

Suspended delivery of the manufacturer does not 

reflect market supply
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Vaccine supply

Manufac-
turer

Whole
sellers

Consumers

Direct sales

Consumers

Export
other

markets

Sales in the
EU

European 
demand

EU

Parallel 
trade

German 
market

Sales
outside the
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Global 
demand

Other 
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Import
German 
market

Regional Distribution in Germany

?

Batch 

release

Demand in DE
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Global Vaccine Action Plan 2011-2020 (WHO)
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Source: Homepage Paul Ehrlich Institute, 10.03.2018

www.pei.de/lieferengpaesse-impfstoffe-human
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Hepatitis A and Hepatitis B shortage notifications closed  
(Archive data October 2015-March 2018)

Category 2+3

Hep.A + Hep.B

Hep. A + Thyphus

Hexavalent combination vaccines

http://www.pei.de/lieferengpaesse-impfstoffe-human
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Source: Homepage Paul Ehrlich Institute, 10.03.2018

www.pei.de/lieferengpaesse-impfstoffe-human
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Current state of Hepatitis A and Hepatitis B vaccine shortages
(vaccines still not available)

Category 2+3

Hep. A+ Thyphus polyssacharide

http://www.pei.de/lieferengpaesse-impfstoffe-human
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Source: Homepage Paul Ehrlich Institute, 10.03.2018

www.pei.de/lieferengpaesse-impfstoffe-human

http://www.pei.de/lieferengpaesse-impfstoffe-human
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Source: Homepage Paul Ehrlich Institute, 10.03.2018

www.pei.de/lieferengpaesse-impfstoffe-human

http://www.pei.de/lieferengpaesse-impfstoffe-human
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Thank you for your attention!
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