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MSD Japan's statement
following the end of suspension of active recommendation
for HPV vaccination in the national immunization program

Today, the Ministry of Health, Labor and Welfare of Japan issued to municiparities a notification “Future
actions for national immunication program against human papillomavirus infection”", in terms of ending the
suspention of active recommendation of human papillomavirus (HPV) vaccination for people eligible in the
national immunization program.

MSD believes that the resumption of active recommendation was decided based on the confirmation of the
efficacy and safety of HPV vaccination, with insights collected over more than eight years and a proof of
scientific evidence by many specialists. Relevant academic organizations such as the Japan Society of
Obstetrics and Gynecology?, Japan Association of Obstetricians and Gynecologists®, Japan Pediatric
Society* and Japan Primary Care Association® recommend HPV vaccination. We also believe that
resumption of active recommendation for HPV vaccination will help establish an environment for preventing
HPV related diseases including cervical cancer in Japan like in other countries of the world, which has a
significant meaning for the public health in Japan.

MSD is committed to providing information and promoting adequate use of HPV vaccines to help prevent
cervical cancer and HPV-related diseases in Japan. MSD cares deeply about the health and well-being of
everyone who uses MSD’s medicines, and MSD hopes for the quick recovery of all young women
experiencing “diverse symptoms,” despite the fact that MSD does not believe that there is any connection
between the diverse symptoms and vaccination with Gardasil.

MSD holds manufacturing and marketing approval of quadrivalent vaccine Gardasil® aqueous suspension
intramuscular injection syringe, which is subject to the national immunization program®. Gardasil® has been
approved in more than 130 countries, including in Japan in 2011. To date, over 283 million doses have
been distributed worldwide. Leading global health organizations including the World Health Organization
(WHO), the U.S. Centers for Disease Control and Prevention (CDC), Health Canada, European Medicines
Agency (EMA), and Australia Therapeutic Goods Administration (TGA) recommend HPV vaccines in
national immunization programs. Data from countries where HPV vaccination is widely implemented show
decrease in HPV infections and precancerous lesions of the cervix’-8:2.10 More recently, it is also reported
that a significt reduction in the risk of cervical cancer in vaccinated population was demonstrated in clinical
practice .

Every year, more than 10,000 women in Japan newly diagnosed as cervical cancer'? and about 2,900 die
from the disease 3. In Japan, only 43.7% of women receive cervical cancer screening’, and HPV
vaccination coverage had dropped to below 1%'5. HPV vaccination, along with screening, plays a key role
in protecting women from cervical cancer.

MSD's primary focus continues to be on the safety of its medicines and vaccines and the safety of people
who use them.
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