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Specific Considerations on Technology Transfer for
Vaccines & Biologicals

» Technology transfer for biologicals presents a high degree of technical
difficulty and know how

» Technology transfer can only apply to mature technologies

» Even for an experienced vaccine producer transferring production to
another building / site is a real challenge

> Quality control and compliance with regulations are by far the greatest
tasks in manufacturing vaccines and require constant management.
Manufacturing facilities cannot be “switched on” for emergency
production only.
» Developing local influenza vaccine production must be considered:
# On a case by case approach
# Through a stepwise process

¢ In the framework of a long-term co-operation and partnership
wherein adequate and effective application of intellectual property
rules supports the continued development of vaccines
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Standard Timelines of Investment Projects
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Framework of the WHO influenza vaccine
Technology transfer programme

In the context of the WHO Global Action Plan to increase supply of
pandemic influenza vaccine (GAP), to facilitate acquisition of influenza
vaccine production capacity in developing countries by supplying funds &
facilitate technology transfer to eligible developing country producers

® Financial and technical assistance with intense WHO monitoring was provided
to 11 developing country manufacturers:

— Brazil - Mexico - Republic of Korea (new 2009)
— India - Thailand- Iran (new)

— Indonesia - Vietnam - Egypt (new)

— Serbia (new) - Romania (new)

® A royalty-free license was negotiated by WHO with Nobilon-Schering-Plough-
Merck on the LAIV technology. A sublicense was provided to 3 developing
country vaccine manufacturers (China, India, Thailand).
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Technoloqgy transfer Technology Hub approach
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Moving forward

® Greater equity in access to immunization, but new vaccines
have a very high entry cost in high-income countries

® Who decides on priorities? Measles and YF vs pneumo and
HPV?

® Expanded manufacturing capacity in developing countries, but
for how long will they remain independent?

® A number of paradigms may need revisiting:
— "Predictable demand will lead to reduced prices"

— "Vaccine price is not important as long as the donor
community pays for them"

— "Transfer of technology MUST be a stepwise approach,
starting with fill/finish"
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