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Honorable Minister of Health, Labour and Welfare, Mr. Norihisa Tamura
Honorable State Minister of Health, Labour and Welfare, Ms, Junko Mihara

August X 2021
Dear Minister Tamura and State Minister Mihara,

| appreciate your relentless effort in public health measure in Japan, including recent
response towards COVID-19. | would have preferred to have an opportunity to speak to you in person,
however, given the circumstances, | hope you forgive me expressing in writing, MSD.K.K's

commitment in Japanese public health,

It has been our great honor as MSD.K.K. to contribute to public health in Japan\by
supporting vaccination programs including HPV vaccines and developing COVID-19 therapeutics
drugs. MSD is currently working on an oral therapeutic drug that has potential promise in treating
infections including variants and we hope to bring this therapy to Japan rapidly once our clinical trials
soon prove its efficacy and safety. With HPV vaccines, we have also continuéd our commitment to
maintain a supply of HPV vaccines to protect girls and women in Japan from HPV and cervical cancer

during the eight years since the active recommendation was suspended.

Despite our difficulties in these challenging years, we have gladly witnessed the growth of
both political and public support for HPV vaccination since both of you took your current roles in the
Ministry. Together with robust, supportive evidence on the safety and efficacy of the HPV vaccines,
we strongly believe Japan is ready to resume active recommendation to prevent future morbidity and

mortality from cervical cancer.

Following the request from State Minister Mihara at our meeting on April 20to  secure a
sufficient supply of 4-valent HPV vaccines moving toward the resumption of active recommendation

and a subsequent catch-up vaccination program, Following that, we also received the request
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Immunization Office of the Health Service Bureau In the MHLW in writing to secure a sufficient supply
of 4-valent HPV vaccines, to be well prepared for expected active recommendation in October 2021,
together with the a subsequent catch-up program starting no later than April 2022. With full
understanding of the positive public health implications of resuming the active recommendation for
cervical cancer prevention In Japan, MSD.K.K is fully committed to supporting this important policy
decision and has secured the necessary amount of 4-valent HPV vaccines for Japan, despite the

increasing global demand for this vaccine and consequent expectations of MSD to suppert this
demand outside of lapan.

Nevertheless, we have not yet seen any official process to this day to move forward with
the resumption of active recommendation. This situation raises urgent concerns regarding potential
vaccine discard risk that requires your earnest attention. Please allow me to explain the specific and

complex elements of this risk:

The 4-valent HPV vaccine is filled and packaged about a year before it arrives at Japan. The
HPV vaccine secured specifically for Japan to support the resumption of the active recommendation
this October has already entered the filling and packaging processes and the products have been
arriving in Japan sequentially. The producis that have already arrived are extremely difficult to
transfer to other countries at this stage. Even before shipping from the country of manufacture, the
products are specifically adjusted to meet the Japanese standards from the stage of selection and
formulation of the stock solution. Although it is not impossible to divert the product to other
countries before the product ships from the manufacturing country, it is very difficult in practice,
Sinte each country has different regulatory standards, it is necessary to assess the feasibility of
transfer considering the standards of each country. Furthermore, since the effective use period after
the start of production differs from country to country, it would be difficult to complete the process
of re-packaging, transportation, the approval processes for these countries, and to then distribute

the products with a sufficient effective use period left for their administration.

If the expected schedule for the resumption of the active recornmendation is delayed, there
is a possibility of sequential discard beginning in April 2022, leading to an even Jarger amount of

discards some time in 2023, This raises significant concerns for us from both global and Japanese
public health perspectives,

From a global public health perspective, discarding important vaccines with limited global

supply is considered unacceptable and unjustifiable, due to the lost opportunity for preventing HPV
infections in other countries.
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In addition, the discard would also mean the loss of opportunity for Japan to resume active
recommendation and the catch-up vaccination under a revised schedule. It would be difficult to
secure enough vaccines In large quantities to cover the required amount, since production and
importation would require some time. If we are unfortunately to discard a large amount of HPV
vaccines, it will become difficult for us to convince global stakeholders that the Japanese government
fully recognizes vaccines as significant and essential global public goods. In such a case, | am
concerned that it might negatively affect the future feasibility of the 9-valent HPV vaccine supply for

Japanese patients amid increasing global demand for the MSD HPV vaccine.

The current global pandemic highlighted global supply of vaccines and medicines response
by each country from ethical viewpoints. | fear that there may even be a risk for not only MSD but
also for the Government of Japan to be criticized by global community if we inevitably need to
publicly announce the discard of HPV vaccines which has been secured for Japan. Should such a
situation arise, the implication may not only limit to prioritization of HPV vaccine but also to other
MSD products, including supply of newly launched medicines and vaccines that may have global

supply constraints.

Lastly, | would also like to add that resuming active promation of the HPV vaccine
immediately will increase confidence in the HPV vaccine among the young people, which may
subsequently increase confidence in COVID-19 vaccination, Therefore, it will allow for the Japanese
Government to focus on the critically important task of rapid rollout of COVID-19 vaccination among

young people,
I believe it is very important for us, since we are facing with global pandemic of COVID-19,
to prove 1o the world that the Govaernment of Japan recognizes vaccines as the global essential public

goods, therefore use valuable HPV vaccines effectively,

| appreciate your thoughtful decision on the prompt resumption of active recommendation,

followed by the implementation of cateh-up vaccinations,

Yours sincerely,

Kyle Tattle
Representative Director and President
MSD.K.





