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. May 31, 2010
Public Comment on Revision of Vaccine Pelicy in Japan

Immunization is one of the most effective and cost-effective of all public health interventions
and fundamentally contribules to and underpins economic growth. GlaxoSmithKine(GSK)
welcomes Japanese government's initiatives to improve vaccine policy in Japan over the
next few years. Since the first step of publication of the Vaccine Industry Vision in March
2007, MHLW has worked on numerous initiatives, from establishment of guideline of clinical
development, approval of series of new vaccines, (Hib, HPV, JE, and PCV} up to most
recent establishment of the new Immunization Committee on December 2009 under
Minister Nagatsuma to discuss comprehensive vaccine palicy reform. GSK welcome MHLW
wilingness to align political will, scientifictechnical capability and funding need to
successfully establish for Japan a solid national Vaccines Public Health policy. GSK insists
that a strong political will, driven by understanding & true belief ameng all stakeholders
{Japanese government, experts, patients, politicians, manufacturers and Japanese citizens)
in the value.of vaccines is most impoertant prospects in establishing effective vaccine policy.

GSK's opinions are as follows;

Which vaccines should be included in the Immunization Law?

Consensus exists in Japan that the country is suffering from significant vaccine gap and risk
of innovation pile up. Universal vaccination in Japan of most recent eight new vaccines
recommended by WHQ, including Hib, Pneumoccocal, Rotavirus or HPV vaccines, should
also be recommended in Japan. These vaccines form a ccherent and integrated public
health strategy to protect pediatric and adult populations against highly prevalent chronic
infectious diseases in Japan. A renovated Japan vaccines calendar integrating these
global-standard vaccines would have significant public health and economic impact for the
country.

Which optimal Vaccines funding system for an effective Public Health Policy?

Free of charge vaccines are imporiant incentives mechanisms to increase immunization rate
and contribute to vaccination programs success. In developed countries such as Germany,
USA or France, expanded vaccination recommendations and public funding have been
achieved in past few years with strong recognition of the value of the vaccines for the socisty.
In the last 2 years in Japan, number of self pay vaccines (Nini) has been increasing as a
result of approval of new vaccines. In curent system, funding of these “nini” vaccines is at
decision of each municipalities, which leads to significant social and economic regional
disparity. The abundance of new and often more costly vaccines requires a rethinking of
traditional approaches to immunization budgets and programming built on an appreciation
of the value of prevention, which in nearly all cases confers positive health economic
benefits to soclety. Japan should consider the examples of vaccination policy in Germany
and France, since French and German Immunization successes have been accompanied
with expanded public health insurance {PHI} funding for vaccinations. Administrative and
legal traditions in Germany and France also share similar features with Japan, in no small
part because modernizing reformers in Japan have studied French and German law, public
policy, and especially public health practices since the late nineteenth century.

Which optimal Vaccines recommendations svstem for an effective Public Health Palicy?

Vaccination policy effectiveness can be measured by success in reducing incidence of
vaccine-preveniable diseases through high vaccination uptake rates while maintaining
vaccines calendar expansion against new diseases. A most important consideration by past
experience of other developed countries is that the recommendation body should be
autonomous. In parallel, the decision by the committee should steady reflect a chosen
government national vaccine policy. Relevant examples for Japan of effective vaccination
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policy and decision making system are Germany and France, which share with Japan a
similar concept of universal health insurance. Both countries have achieved in recent years
dramatic reductions of incidence of major vaccine-preventable diseases while managing
expansion of their calendar to new vaccines.

Incentives for R&D

The research and production of vaccines are governed by a number of economic realities
which makes, “push” mechanisms such as tax credits, subsidies and advanced purchase
commitments a guarantee of stable and timely supply. lllustrated by latest MHLW grant for
research and production on the next generation of Cell culture Flu vaccines these
mechanisms are helpful to create needed incentives for sufficient returns for a commercial
justification of new vaccines research & development. Such supply-side interventions aim at
offseiting the opporlunity costs of potential investments that could be targeted to other
diseases. Once the candidate vaccine is in the development siage, these subsidies and tax
credits can be supplemented or replaced by intellectual property incentives and/or fast track
regulatory approvals,

Implementation

Achieving a high uptake rate can be a final hurdle to secure a successful introduction of a
new vaccine. The discovery of new vaccines can suffer from not being linked to effective
delivery strategies to obtain the maximum public health impact. Political will and backing is
therefore needed not only for allocating the necessary funding within health budgets but
also to suppert public awareness campaigns to underline the benefits of vacgination to
prevent previously controlled diseases from making dangerous come-backs. Lessons learnt
from Pandemic H1N1 also show that ¢lear vaccination plan is necessary but not sufficient,
hence the need to organize both the supply and the distribution/delivery of the vaccine fe the
population theugh social mobilization, better education of heaith care workers and medical
community about benefits and practicalities of vaccination.

Stable supply

GSK understands that stable and prompt supply for vaccines are essential to protect
Japanese population. However, judging from the Key learning from other developed
countries, Stable supply is not necessarily linked with domestic manufacturing. The US and
European countries import many key vaccines and these imported products are used
indiscriminately with vaccines produced locally. Multiple suppliers for each vaccine,
in-country stockpiles of finished or in-process goods, and a'strong communication network
with other countries are the basic building blocks of a stable vaccine supply that should be
reflected in the Japanese vaccine policy. We believe that stable and prompt supply for
vaccine can be achigved by a combination of domestic production and import vaceines from
foreign countries. .

Information

Awareness, understanding and transparent communication of risks & benefit of vaccination
for the society is essential; ie. probability of mortality/severe side effect associated with
vaccines, benefit of vaccination, and higher societal benefit even some side effects
assoeciated with vaccination. Vaccines are unigue in that they protect not only the individual
but also the community as widespread immunization throughout the population can block
the spread of the infection even to those who are not vaccinated ("herd effect’) and as such
reduces disease transmission. Science contributing to Health through vaccination is an
economic & social engine. The science of vaccines continues o evolve, simply laying out

origin of a given vaccine, ie foreign or domestic manufactured, is not a right judgment criteria.

Medical community has a pivotal rofe in educating, listening to parental concerns but also in
explaining immense benefits that vaccines can bring for an individual or the community. In
order o build a balanced percaption of value of vaceines and educate Japanese people as
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to consider risk & benefit of vaccines, we believe it is essential that all stakeholders led by
government officials and medical community invest in nation-wide sustainable education
program efforts.

Indemnity, and compensation system

Current vaccines compensation system, in particular for nini vaccines, is not sufficient to
provide the adequate protection to people who could get potential damage by a vaccine shot.
Similarly, current indemnity framework does not protect manufacturers and physicians.
Adequate indemnity should be adopted for vaccines which should be adapted to specific
situations, ie pandemic, bicterroristn, or normal situation. In the US, Nationat Vaccine Injury
Compensation Program was established in 1986 and vaccine manufacturers contribute
partially to the funds. As for pandemic situation, US established the PREP ACT in 2005 to
indemnify the manufacturers. In the UK, the Vaccine Damage Payment Act was established
in 1979 and funds come from the national govt budget. While there are many stralegic
choices that individual manufacturers can make to overcome barriers to access and
contribute to public health goals, there are many other facters that inhibit effective or optimal
immunization and that are beyond industry's contrel or influence. As vaccines are
administered in large population of healthy people, a specific balanced compensation
systemn, for the individual, physician and manufacturer is of critical impertance. Political will
must translate infc achieving solid national indemnity and compensation system for
vaccines in Japan which would replace today's case-by-case arrangements.

Summary of GSK proposal
1. Reinforce synergles with WHO recommendations Policy, ie vaccines recommended by WHO
should be included in the Japan immunization Law
2. Pricritize in Japan seiting up of a struclured Vaccines advisory commitiee logether with a
transparent "evidence based" vaccines recommendations assessment framework.
3. Al recommended vaccines should be funded by insurance/national funding system to avoid
risk of regional public health disparify and unequal access to innovative vaccines
4. Stimutate aliracfiveness of Japan as a courlry for investment in innovaltive vaccines by:
a} revisiting Japan Clinical Irials cperating & fees system lo make it altraclive for increased
clinical frials investmentin Japan on innavative vaccines
b} sefting up specific fast track regilatory approvals framework and process for new
innovative vagcines which meet high unmet medical need
5. Creale social mobilization mechanisms of population in favor of vaccination at national level
with leadership of public health and medical communily.
8. Creale al national feval systemalic education program of health care workers and medical
communily about benefits and praclicalilies of new recommended vaccines,
7. Clear Balanced national policy of domestic production and importation should be made clear &
¢slablished.
4. Educalion program lo increase vaccine literary should be implemented & Public awareness
campaign supported by government, medical sociglies, paltient associations & industry
9. GCreale a unique & new Nalional Vaccine Injury Compensation Program ensuring broad
popufation coverage and covering all vaccines siluations.

GSK is committed to the Japanese government to secure H1N1 pandemic flu vaccine and
provide it to Japanese population, We delighted continuing to work with the Japanese
government to explore ways in which GSK might contribute to the government's efforis to
protect its people by using effective vaccines.

GlaxoSmithKline KK
Chairman

Marc Dunoyer



