
INTRODUCING 
THE FALCON STUDY
A Mito clinical study

In the FALCON study, researchers want 
to know…

Who may be eligible to join
the FALCON Study?

Does the study drug, napazimone (KL1333), 
improve fatigue symptoms?

Does the study drug improve physical abilities?

Does the study drug improve the ability of people 
living with mito to carry out daily activities?

Napazimone (KL1333) is an investigational study 
drug. It has not been approved for use in the U.S. by 
the FDA or by any health authority in any country. 

Adults ages 18 and up

Diagnosed with primary mitochondrial disease due 
to a gene mutation or deletion in the mitochondrial 
DNA

Experiencing chronic mitochondrial fatigue and 
myopathy, which is muscle weakness

Able to meet other study requirements explained 
by the study doctor

What to expect

5 - 8 in-person study visits 
(3 may be at home)

Study-related treatment 
and assessment costs are 
covered for study participants

Study drug is an oral 
tablet given twice a day

You do not have to join the 
study and you may quit at 
any time

May keep taking current 
supplements if stable on 
them

Many study sites across 
the U.S.

Monthly telephone visits
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Why join?

What else should I consider? Learn more

Joining the FALCON study will help 
researchers learn if napazimone (KL1333)
works as intended to help improve 
symptoms in people living with mito

Joining a clinical trial is an important, 
personal decision. Talk to your doctor to 
understand if it is the right decision for 
you. You may or may not benefit from 
joining this study.

There is some risk involved in any clinical study. 
Possible risks for participants include:

May experience a side effect or health problem 

May get the placebo 

The study drug may not work or may not work 
better than the standard treatment

May require more time and have more doctor’s 
visits than their regular healthcare

Talk to your doctor to find out if the 
FALCON study is an option for you

Visit ClinicalTrials.gov and search for 
NCT05650229

Visit www.FalconMitoStudy.com

For every 5 study participants, 3 will 
receive napazimone (KL1333) and 2 
will receive the placebo, which has no 
active ingredients
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Napazimone (KL1333) is a study drug in this study because it has not been approved 
for commercialization by the United States Food and Drug Administration (U.S. FDA), 
or by any other health authority in any country.

For U.S. residents only

www.FalconMitoStudy.com
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