Japan’s Ministry of Health,
Labour and Welfare accepts
Shingrix regulatory submission to
prevent shingles in at-risk adults
aged 18 years and older
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- Regulatory submission aims to expand the number of people who
can be protected against shingles, including those with
immunodeficiency or immunosuppression

- Shingrix is already approved in Japan for adults aged 50 years and
above

GSK plc (LSE/NYSE: GSK) today announced the submission of a
regulatory application to the Japanese Ministry of Health, Labour and
Welfare (MHLW) for Shingrix (Zoster Vaccine Recombinant,
Adjuvanted) for the prevention of shingles (herpes zoster) in adults
aged 18 years and older who are at increased risk. This includes
individuals with immunodeficiency or immunosuppression caused by
known disease or therapy. Immunocompromised individuals are at
greater risk of shingles and associated complications than
immunocompetent individuals.

Shingrix, a non-live, recombinant sub-unit adjuvanted vaccine given
intramuscularly in two doses, was initially approved in 2018 by the
Japanese MHLW to prevent shingles in adults aged 50 years or older.

The MHLW regulatory submission is based on six clinical trials in
patients aged 18 years and older who had undergone recent blood-
forming cells (stem cell) transplantation, kidney transplant, or have
blood cancer, solid tumour or HIV.,,,,

In Japan, adults aged 18 years and older who are


https://www.gsk.com/

immunocompromised or have chronic medical conditions have a
higher incidence of shingles, including a higher risk of developing
associated complications such as post-herpetic neuralgia (PHN), a
severe intermittent or continuous long-term nerve pain that occurs in
areas of skin previously affected by shingles. In a retrospective cohort
study using data from Japanese adults aged 18 years and older, the
risk of shingles was higher in women, irrespective of age and
increased with age.

Shingles, also known as herpes zoster, is caused by a reactivation of
the varicella-zoster virus (VZV) — the same virus that causes
chickenpox — which lays dormant in the body after the initial infection.
Natural age-related decline of the immune system can allow VZV to
resurface, causing shingles. People with a suppressed or
compromised immune system are also at increased risk of developing
shingles.i Globally, over 90% of adults aged 50 years and older are
infected with VZV and are at risk of developing shingles.
Approximately 600,000 new cases of shingles are reported in Japan
each year.

Shingrix is a non-live, recombinant sub-unit vaccine approved by the
Japanese MHLW on 23 March 2018 to prevent shingles in adults 50
years and older.

It combines an antigen, glycoprotein E, and an adjuvant system,
AS01B, to generate a VZV-specific immune response that can help
overcome the decline in VZV immunity as people age. The
recombinant shingles vaccine is not indicated to prevent primary
varicella infection (chickenpox).

In adults 50 years and older, the vaccine is intended to be
administered in two doses, two to six months apart. However, for
adults 18 years and older who are immunodeficient,
immunosuppressed or likely to become immunosuppressed due to
known disease or therapy and who would benefit from a shorter
vaccination schedule, the second dose can be administered one to
two months after the first dose in countries where the indication for
this population has been approved.

The European Commission and the United Kingdom approved
Shingrix on 25 August 2020 to prevent shingles and PHN in adults
aged 18 or older at increased risk of shingles. On 26 July 2021, the
US Food and Drug Administration approved the vaccine to prevent



shingles in adults aged 18 years or older at increased risk of shingles
due to immunodeficiency or immunosuppression caused by known
disease or therapy. The extended indication for preventing shingles
and PHN in adults aged 18 years or older at increased risk of
developing shingles has also recently been approved in Australia.

Shingrix is also recommended in the US by the US Centers for
Disease Control and Prevention’s Advisory Committee on
Immunization Practices as the preferred vaccine for the prevention of
shingles and related complications for immunocompetent adults aged
50 years and older.

GSK is a science-led global healthcare company. For further
information, please visit

Cautionary statement regarding forward-looking statements

GSK cautions investors that any forward-looking statements or
projections made by GSK, including those made in this
announcement, are subject to risks and uncertainties that may cause
actual results to differ materially from those projected. Such factors
include, but are not limited to, those described in the Company's
Annual Report on Form 20-F for 2021, GSK’s Q1 Results for 2022 and
any impacts of the COVID-19 pandemic.
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