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FUJIFILM GROUP

Fujifilm Filed an Application for Partial Changes to the Manufacturing and Marketing
Approval Matters of Anti-Influenza Drug Avigan® Tablet in Japan to Include Additional
Indication for COVID-19

TOKYO, October 16, 2020—FUJIFILM Toyama Chemical Co., Ltd. (President: Junji Okada; hereinafter
“FUJIFILM Toyama Chemical”) has announced that the company filed an Application for Partial Changes to
manufacturing and marketing approval matters of its anti-influenza drug Avigan® Tablet (generic name:
favipiravir,” Avigan”) to the Ministry of Health, Labour and Welfare in Japan. The filing seeks to add an
indication and other items relating to novel coronavirus infections (hereinafter “COVID-19”).

Avigan, approved for manufacture and sale in Japan as an influenza antiviral drug, selectively inhibits
RNA polymerase necessary for influenza virus replication. Due to this mechanism of action, it has been
expected that Avigan may have an antiviral effect on the novel coronavirus, as they are RNA viruses of the
same type as influenza viruses. FUJIFILM Toyama Chemical conducted phase III clinical trial in Japan in
March of this year for COVID-19 patients with non-severe pneumonia. The company confirmed, with a
statistically significant difference, that the administration of Avigan demonstrates shorter time to resolution,
with no new safety concerns identified.

Based on the results of this trial, FUJIFILM Toyama Chemical filed an Application for Partial Changes to
manufacturing and marketing approval matters of Avigan. The filing seeks to add, indication as well as
dosage and administration concerning COVID-19 to the current manufacturing and marketing approval items
of Avigan.

To meet the requests of the Japanese government to increase stockpiles of Avigan, and by other countries
to supply the drug, the Fujifilm Group has been working to increase production of the drug in collaboration
with strategic partners both inside and outside Japan. The Fujifilm Group will work to deliver the treatment
drug to COVID-19 patients as soon as possible, and contribute to ending the spread of COVID-19.

<About Avigan® Tablets>
An anti-influenza drug developed by FUIJIFILM
Toyama  Chemical that obtained domestic

Avigan’s mechanism of action

Cells

manufacturing and marketing approval in March 2014

e

[1] Infection f . e=.
with the treatment of new or reemerging influenza as

the indication. The Japanese government has already

Viruses [3] Release

stockpiled Avigan in preparation for the outbreak of
the novel influenza.

Inhibits the actions of RNA polymerase (enzyme) needed for the reproduction of viral RNA.
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