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US FDA approves fexinidazole as the first all-oral treatment for
sleeping sickness
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The US Food and Drug Administration (FDA) has approved fexinidazole as the first alloral treatment for both stages of the Trypanosoma brucei gambiense form of sleeping
sickness (Human African trypanosomiasis) in patients 6 years of age and older and
weighing at least 20 kg.
Fexinidazole was developed as part of an innovative partnership between the non-profit
research and development organization Drugs for Neglected Diseases initiative (DNDi),
which conducted the pivotal clinical trials for this treatment, in partnership with the
National Sleeping Sickness Programs of the Democratic Republic of Congo (DRC) and
Central African Republic (CAR), and Sanofi.
Sleeping sickness is a parasitic disease transmitted by the bite of an infected tse-tse fly.
It affects mostly populations living in remote rural areas of sub-Saharan Africa, where
about 65 million people are at risk of infection. Left untreated, sleeping sickness is
almost always fatal. Through Sanofi’s collaboration the number of sleeping sickness
cases reported to the WHO has been reduced by ~97% between 2001 and 2020. DNDi,
Sanofi and partners are deeply committed to ensuring access to fexinidazole in all
sleeping sickness-endemic countries.
Current treatment options for the disease are effective, but burdensome for patients and
health workers due to the need for infusion or injection, requiring hospitalization,
especially challenging for people living in remote areas.
“Having a simple, all-oral treatment for sleeping sickness is a dream come true for
frontline clinicians,” said Dr Bernard Pécoul, DNDi Executive Director. “We are proud of
this latest milestone in our long-term partnership with Sanofi, developed in close
collaboration with researchers in countries hard-hit by sleeping sickness.”
Fexinidazole is indicated as a 10-day once-a-day treatment for Trypanosoma brucei
gambiense sleeping sickness, the most common form of the disease found in West and
Central Africa. Fexinidazole is the first all-oral treatment that works both for the first
stage of the disease, as well as the second stage of the disease in which the parasites
have crossed the blood-brain barrier, causing patients to suffer from neuropsychiatric
symptoms.
“This FDA approval is a key milestone in Sanofi’s long-term commitment to fight
sleeping sickness, started 20 years ago alongside the WHO through an ambitious

partnership to combat Neglected Tropical Diseases” said Luc Kuykens, Senior Vice
President, Sanofi Global Health unit. “Following the positive scientific opinion granted by
the European Medicines Agency end 2018, the FDA approval is an important step to
revitalize efforts to support the sustainable elimination of the disease”.
As a result of FDA approval, a Tropical Disease Priority Review Voucher (PRV) has
been awarded to DNDi. The FDA Tropical Disease PRV Program was established in
2007 to incentivize development of new treatments for neglected tropical diseases,
including sleeping sickness. Any benefits from the PRV will be shared between Sanofi
and DNDi, which will enable continued investments in innovating for and ensuring
access to new health tools for sleeping sickness and other neglected diseases. Sanofi
commits to continue to provide the drug free-of-charge to the World Health Organization
for distribution to affected countries, as part of a long-term collaboration with WHO.
About Sleeping sickness
Sleeping sickness, or human African trypanosomiasis (HAT), is usually fatal without treatment. Transmitted
by the bite of an infected tse-tse fly, following a period with nonspecific symptoms, it evolves to cause
neuropsychiatric symptoms, including abnormal behaviour, and a debilitating disruption of sleep patterns that
have given this neglected disease its name. About 65 million people in sub-Saharan Africa are at moderate
to very high risk of infection.
About DNDi
The Drugs for Neglected Diseases initiative (DNDi) is a collaborative, patient needs-driven, not-for-profit
research and development (R&D) organization that develops safe, effective, and affordable treatments for
sleeping sickness, leishmaniasis, Chagas disease, filarial infections, mycetoma, paediatric HIV, hepatitis C,
and covid-19. Since its inception in 2003, DNDi has delivered eight new treatments, including nifurtimoxeflornithine combination therapy (NECT) for late-stage sleeping sickness, and fexinidazole, the first all-oral
drug for sleeping sickness.

About Sanofi
Sanofi is dedicated to supporting people through their health challenges. We are a global
biopharmaceutical company focused on human health. We prevent illness with vaccines, provide
innovative treatments to fight pain and ease suffering. We stand by the few who suffer from rare
diseases and the millions with long-term chronic conditions.
With more than 100,000 people in 100 countries, Sanofi is transforming scientific innovation into
healthcare solutions around the globe.
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Sanofi Forward-Looking Statements
This press release contains forward-looking statements as defined in the Private Securities Litigation Reform Act of 1995, as
amended. Forward-looking statements are statements that are not historical facts. These statements include projections and
estimates and their underlying assumptions, statements regarding plans, objectives, intentions and expectations with respect to
future financial results, events, operations, services, product development and potential, and statements regarding future
performance. Forward-looking statements are generally identified by the words “expects”, “anticipates”, “believes”, “intends”,
“estimates”, “plans” and similar expressions. Although Sanofi’s management believes that the expectations reflected in such
forward-looking statements are reasonable, investors are cautioned that forward-looking information and statements are subject
to various risks and uncertainties, many of which are difficult to predict and generally beyond the control of Sanofi, that could
cause actual results and developments to differ materially from those expressed in, or implied or projected by, the forward-looking
information and statements. These risks and uncertainties include among other things, the uncertainties inherent in research and
development, future clinical data and analysis, including post marketing, decisions by regulatory authorities, such as the FDA or
the EMA, regarding whether and when to approve any drug, device or biological application that may be filed for any such product
candidates as well as their decisions regarding labelling and other matters that could affect the availability or commercial potential
of such product candidates, the fact that product candidates if approved may not be commercially successful, the future approval
and commercial success of therapeutic alternatives, Sanofi’s ability to benefit from external growth opportunities, to complete
related transactions and/or obtain regulatory clearances, risks associated with intellectual property and any related pending or
future litigation and the ultimate outcome of such litigation, trends in exchange rates and prevailing interest rates, volatile
economic and market conditions, cost containment initiatives and subsequent changes thereto, and the impact that COVID-19
will have on us, our customers, suppliers, vendors, and other business partners, and the financial condition of any one of them,
as well as on our employees and on the global economy as a whole. Any material effect of COVID-19 on any of the foregoing
could also adversely impact us. This situation is changing rapidly, and additional impacts may arise of which we are not currently
aware and may exacerbate other previously identified risks. The risks and uncertainties also include the uncertainties discussed
or identified in the public filings with the SEC and the AMF made by Sanofi, including those listed under “Risk Factors” and
“Cautionary Statement Regarding Forward-Looking Statements” in Sanofi’s annual report on Form 20-F for the year ended
December 31, 2020. Other than as required by applicable law, Sanofi does not undertake any obligation to update or revise any
forward-looking information or statements.

