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Earlier today, the New England Journal of Medicine (NEJM) published an analysis of the effects of our
investigational medicine remdesivir on a small group of patients with severe symptoms of COVID-19.

These are patients who received treatment through the compassionate use program for remdesivir, which is
for critically ill patients who are unable to take part in a clinical trial. The results, which cover 53 of the
first patients to have been treated in the program, show that the majority demonstrated clinical improvement
after taking remdesivir. We recognize the limitations of these compassionate use data from a purely
investigational perspective, while knowing they are of the greatest significance for the patients whose
symptoms improved. These early data from 53 patients have not been generated in a clinical trial and cover
only a small portion of the critically ill patients who have been treated with remdesivir.

Remdesivir is an investigational treatment and has not been approved for use anywhere in the world. In the
broader efforts to determine whether it is a safe and effective treatment, we have some way to go. Multiple
clinical trials are underway across the world to build a complete picture of how remdesivir works in various
contexts. These studies cover a range of patient populations across different demographics and with varying
types of symptoms: moderate, severe where patients need oxygen support, and critical where medical
ventilation is required. These patients all receive remdesivir through intravenous infusions in a hospital
setting.

In studying remdesivir, the question is not just whether it is safe and effective against COVID-19 but in
which patients it shows activity, how long should they receive treatment and at what stage of their disease
would treatment be most beneficial. Many answers are needed, which is why we need multiple types of
studies involving many types of patients.

Some of these answers will start to emerge in the coming weeks as we receive the first data from the various
clinical trials underway.

Clinical trials for remdesivir

Seven clinical trials have been initiated to determine whether remdesivir is a safe and effective treatment
for COVID-19. Each of these was set up with unprecedented speed thanks to the remarkable efforts of the
various groups involved, as well as the level of knowledge we had on remdesivir.

To some extent, the trials have had to be adaptive in design as our understanding of the disease itself
continues to evolve. The virus emerged and spread at an intense speed and everyone is working quickly to
understand it. Our interpretation of the results will also be shaped by what we continue to learn about the
disease.

The order in which the trials were initiated mirrors the path of the pandemic. China initiated the first two
studies in early February for patients with severe and moderate symptoms of the disease. Since then, an
additional five trials have been initiated around the world.

Two Phase 3 studies are being run by Gilead in areas with a high prevalence of COVID-19 in the United
States, Asia and Europe. One of these is for patients with severe disease and the other studies remdesivir in
patients with more moderate symptoms. One of the many questions that these studies aim to answer is

Gilead Sciences, Inc. 333 Lakeside Drive Foster City, CA 94404 USA www.gilead.com
phone 650 574 3000 facsimile 650 578 9264



April 10, 2020 Page 2

whether treatment duration can be shortened from 10 days to 5 days. The severe arm fully enrolled the
number of patients it was originally designed for and we have now expanded the study so that thousands
more patients can participate, including those on mechanical ventilation.

The U.S National Institute of Allergy and Infectious Disease (NIAID) began a global trial on February 21.
This trial randomly assigns patients to treatment with either remdesivir or with a placebo to enable a
controlled comparison of outcomes. The trial is enrolling approximately 800 patients with a broad spectrum
of symptoms.

The World Health Organization is also conducting a global trial, Solidarity, and the Inserm DisCoVeRy
trial recently began in Europe. A summary of remdesivir trials with upcoming data readouts can be found
here.

We know that there is tremendous interest around when the data from these trials will be available and what
they will tell us about remdesivir. We feel the urgency as we wait for the science to speak. With every day
that goes by, the desparate need to equip healthcare workers and their patients with a safe, effective
treatment becomes more pressing. We are working with intense speed to determine whether remdesivir
could be an option and we are committed to sharing information when it becomes available to us.

We expect that we will have preliminary data from the study of remdesivir in severe patients at the end of
April and will work quickly to interpret and share the findings. The publication of data from the China
remdesivir trials rests with the Chinese investigators, but we have been informed that the study in patients
with severe symptoms was stopped due to stalled enroliment. We look forward to reviewing the published
data when available. In May, we anticipate the initial data from the placebo-controlled NIAID trial as well
as data from the Gilead study of patients with moderate symptoms of COVID-19.

To a large extent, the timelines are determined by epidemiology and the numerous challenges that come
with studying a treatment for a newly emerged disease. As with so much in this pandemic, this is
unchartered territory for many of us involved in the process.

Ongoing collaboration

While it may feel like a long wait for data given the urgency of the situation, it has been only two months
since the first clinical trials began. Given that it can take a year or more to have the first clinical data for an
investigational treatment, it is remarkable that we expect to have the first remdesivir trial data so soon.

This speed is the result of strong collaboration and immense dedication among the many groups involved,
from regulatory authorities to hospital administrators, clinicians and study investigators. As with all the
work on remdesivir, everyone is driven by the same sense of urgency and a commitment to maintaining
scientific rigor throughout.

All of us at Gilead are grateful to the many groups and organizations who are collaborating to find answers
on remdesivir and above all, to the physicians and patients involved in the clinical trials. When we talk
about trial results, we tend to think in terms of numbers, trends and statistics. We realize that behind each
of these numbers is a patient who has agreed to take part in a trial and share the data from their personal
experience. It is thanks to the thousands of patients like these and the physicians who are treating them, that
we will be able to determine whether remdesivir can be used safely and effectively for many more patients
in the future.
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