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TO THE EDITOR:

The American Society of Tropical Medicine and Hygiene (ASTMH) shares Krey and Travassos' (1)
concerns about treatment of severe malaria in the United States. Since Eli Lilly and Company announced
that they would discontinue production of quinidine, the ASTMH has been discussing with the Centers
for Disease Control and Prevention (CDC) and U.S. Food and Drug Administration (FDA) how together we
can best ensure that patients with severe malaria in the United States have rapid access to highly
effective treatment. The CDC and FDA have been working together to address this issue and facilitate
the availability of intravenous artesunate to these patients. We anticipate that these organizations will

provide additional information on this important issue soon.

Quinine and quinidine are less effective than artesunate for treatment of severe malaria, and continued
production of quinidine was not feasible for Eli Lilly and Company. The long-term goal for all groups is
for artesunate to be directly available for U.S. hospitals for this purpose, and there has been progress in
this area. La Jolla Pharmaceutical has received orphan drug status for this agent (known as LJIPC-0118)

from the FDA and had planned to file a new drug application for it in the fourth quarter of 2019 (2).

In addition, the CDC has published updated guidelines on how to treat severe malaria (3) that address
some of the issues raised by Krey and Travassos, including administering oral treatment before
artesunate and using a nasogastric tube if oral treatment is not possible. Artesunate therapy can be
obtained by calling the CDC Malaria Hotline at 770-488-7788 Monday through Friday between 9:00 a.m.

and 5:00 p.m. Eastern time or 770-488-7100 outside of these hours.

We concur that the time required to transport artesunate from the CDC creates an additional hurdle

that is concerning. We also strongly support FDA approval of a new formulation of this agent as soon as
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possible, as we outlined in a letter to the FDA in June 2019. We appreciate both the FDA's efforts to
facilitate the availability of intravenous artesunate and the work that the CDC has done to create an

interim solution that makes the most effective drug for severe malaria available to patients.

The ASTMH takes clinicians' concerns about treatment of severe malaria in the United States seriously.
We are working with our key partners to ensure that patients receive the needed treatment in a timely
fashion and that, in the long term, an FDA-approved medication will become available in U.S. hospitals

to treat this condition.
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