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A Study to Evaluate the Efficacy and Safety of Fenebrutinib Compared With Teriflunomide
in Relapsing Multiple Sclerosis (RMS)

Trial Status Trial Runs In Trial Identifier
Aktywne, nie rekrutuje 23 Countries NCT04586010 2019-004857-10
2022-502609-14-00 GN41851

Informacje pochodz# bezpo#rednio ze stron internetowych rejestréw publicznych, takich jak
ClinicalTrials.gov, EuClinicalTrials.eu, ISRCTN.com itp. i nie by#y edytowane.

Official Title:
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Trial Identifiers

Eligibility Criteria:

Gender Age Healthy Volunteers
All #18 Years & # 55 Years No

How does the FENhance 1 (GN41851) clinical trial work?

This clinical trial is recruiting people who have a type of disease called relapsing multiple
sclerosis (RMS).
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The purpose of this clinical trial is to compare the effects, good or bad, of fenebrutinib
against teriflunomide in patients with RMS. If you take part in this clinical trial, you will
receive either fenebrutinib or teriflunomide.

How do | take part in this clinical trial?

To be able to take part in this clinical trial, you must be aged 18-55 years old and have
been diagnosed with RMS according to specific criteria. You must also have scored no
more than 5.5 on the Extended Disability Status Scale (EDSS), be able to complete the 9-
hole peg test with each hand in less than 4 minutes and be able to complete the timed 25-
foot walk test.

You will not be able to take part in this study if you have primary progressive MS (PPMS)
or non-active secondary progressive MS (SPMS). You may also be unable to take part if
you have previously received certain treatments.

If you think this clinical trial may be suitable for you and would like to take part, please
talk to your doctor. If your doctor thinks that you might be able to take part in this clinical
trial, he/she may refer you to the closest clinical trial doctor. They will give you all the
information you need to make your decision about taking part in the clinical trial. You can
also find the clinical trial locations on this page.

You will have some further tests to make sure you will be able to take the treatments given
in this clinical trial. Some of these tests or procedures may be part of your regular medical
care. They may be done even if you do not take part in the clinical trial. If you have had
some of the tests recently, they may not need to be done again.

Before starting the clinical trial, you will be told about any risks and benefits of taking
part in the trial. You will also be told what other treatments are available so that you may
decide if you still want to take part.

While taking part in the clinical trial, both men and women (if you are not currently
pregnant but can become pregnant) will need to either not have heterosexual intercourse
or take contraceptive measures for safety reasons.

What treatment will | be given if I join this clinical trial?

Everyone who joins this clinical trial will be split into two groups randomly (like flipping a
coin) and given either:

*  Fenebrutinib in the form of two pills twice a day, as well as one teriflunomide ‘dummy’
pill that is taken once a day

*  OR teriflunomide in the form of a pill once a day, as well as four fenebrutinib ‘dummy’
pills that are taken as two pills twice a day
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You will have a 1 in 2 chance of being placed in either group.

This is a ‘double-dummy’ clinical trial, which means that both groups will be given
treatments that look exactly the same. ‘Dummy’ pills are used so that doctors and patients
cannot figure out which treatment each group is receiving.

Neither you nor your clinical trial doctor can choose or know the group you are in.
However, your clinical trial doctor can find out which group you are in, if your safety is at
risk.

How often will I be seen in follow-up appointments and for how long?

You will be given the clinical trial treatment fenebrutinib or teriflunomide for up to roughly
three and a half years. Your time in the study will depend on how long it takes for every
patient to be given study treatment for a minimum period of time and how long it takes for
a certain number of patients to experience disease progression. You are free to stop this
treatment at any time.

After being given treatment, you will still be seen regularly by the clinical trial doctor about
every four weeks in the first six months and then every 12 weeks for the remainder of this
time. These visits will include checks to see how you are responding to treatment and any
side effects that you may be having.

Once the first part of the trial is complete, you may be given the option to take part in a
further open-label extension (OLE) part of the trial. All patients who take part in the OLE
will receive fenebrutinib as two pills twice a day for 96 weeks. This part of the trial will
not be double dummy; the patients will know that they are getting fenebrutinib, as will the
clinical trial doctors.

As part of the OLE, you will still be seen regularly by the clinical trial doctor approximately
every 12 weeks. As in the first part of the trial, these visits will also include checks to see
how you are responding to treatment and any side effects that you may be having.

If you do not want to take part in the OLE, clinical trial doctors will continue to perform
regular checks with you for a further eight weeks after you finish taking your study
treatment.

What happens if | am unable to take part in this clinical trial?

If this clinical trial is not suitable for you, you will not be able to take part. Your doctor will

suggest other clinical trials that you may be able to take part in or other treatments that
you can be given. You will not lose access to any of your regular care.
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For more information about this clinical trial see the For Expert tab on the specific
ForPatient page or follow this link to ClinicalTrials.gov: https://clinicaltrials.gov/ct2/show/
NCT04586010

Trial-identifier: NCT04586010

Inclusion Criteria:

. Wiek 18-55 lat

. Zdolno## do przestrzegania protoko#u badania

. Wynik w skali EDSS 0-5,5 w fazie przesiewowej

. Zdolno## do wykonania testu 9-HPT przy u#yciu ka#dej r#ki w czasie <240 sekund

. Zdolno## do wykonania testu T25FWT poni#ej 150 sekund.

. Rozpoznanie RMS* na podstawie poprawionych kryteriow McDonalda z 2017 r. oraz jednego z
nast#puj#cych:

. co najmniej dwa udokumentowane kliniczne nawroty w okresie ostatnich 2 lat lub jeden
udokumentowany kliniczny nawrdt w okresie 12 miesi#cy poprzedzaj#cych faz# przesiewow# (ale
nie w okresie 30 dni poprzedzaj#cych faz# przesiewow#)

. udokumentowana obecno## co najmniej jednej zmiany T1Gd+ w MRI w okresie 12 miesi#cy
poprzedzaj#cych randomizacj#

Exclusion Criteria:

. Czas trwania choroby >10 lat od wyst#pienia objawéw oraz wynik w skali EDSS <2,0 w fazie
przesiewowej

. Ci##a lub karmienie piersi# b#d# zamiar zaj#cia w ci### w trakcie badania lub w okresie 8 tygodni (z
ATEP) od przyj#cia ostatniej dawki badanego leku

. W przypadku m##czyzn: zamiar sp#odzenia dziecka w trakcie badania lub w okresie 8 tygodni (z
ATEP) od przyj#cia ostatniej dawki badanego leku

. Rozpoznanie PPMS lub nieaktywnej postaci SPMS

. Potwierdzona lub podejrzewana post#puj#ca leukoencefalopatia wieloogniskowa (PML) w wywiadzie

. Choroba nowotworowa w wywiadzie, w tym nowotwory hematologiczne i guzy lite, w okresie 10 lat
poprzedzaj#cych faz# przesiewow#
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