Patient Information

Are you pregnant and
have multiple sclerosis (MS)?

Are you interested in contributing to our
knowledge about medication use and pregnancy?

Join our observational registry to help us learn more
about the health of pregnant women with MS, and the
health of their babies.

The registry includes women who have taken Vumerity®
(diroximel fumarate) and women who have not had MS
therapy during pregnancy.

This brochure contains information
about the BlossoMS Pregnancy Registry.

- BlossoMS




What is a pregnancy registry?

A pregnancy registry is an observational study (a type of
medical research study) that helps to answer important
questions about an approved medication and its possible
effects on pregnancy,delivery, and the health of babies.

Pregnant women are often not allowed to take part

in clinical research studies that test potential new
medications. Therefore, the effect of a medication on
pregnancy is often not known. Pregnancy registries
are designed to help healthcare providers learn more
about the possible effects of medications when taken
during pregnancy.

For women who participate in pregnancy registries, the
treatment and medical care they receive are the same
as for women who do not participate.

You and/or your doctor(s) will be sharing information
with the BlossoMS Pregnancy Registry team based
on your routine doctors” appointments and other
information you provide. Your personal information,
such as your age and date of birth, together with any
health information collected about you during the
study, will be kept private.

About the BlossoMS
- Pregnancy Registry

This registry will help doctors to better understand
if Vumerity® (diroximel fumarate) has any effect
on pregnancy, delivery, or the health of babies, for
women who have recently taken it while pregnant.
This information will be compared with information
from women who have not had MS therapy during

pregnancy. It is not known whether diroximel fumarate
will harm unborn babies.



Why is the registry important?

Many women with multiple sclerosis (MS) are
diagnosed at about the age when they may be thinking
of becoming pregnant. The information learned from
this registry will help to understand more about

the use of Vumerity® during pregnancy and may help
pregnant women taking Vumerity® in the future.

What will joining the registry involve?

BUm®A Between 383 and 454 pregnant women
| 12 I who have taken Vumerity® are expected
to contribute to the BlossoMS Pregnancy
months Registry. Women with MS who have not had MS
therapy during pregnancy can also take part.

If you take part in the registry, information will
be collected until your baby is 12 months old.

You will need to:
e Answer questions about your health
and pregnancy:
- when you enroll
- during each trimester of your pregnancy.

e Allow your and your baby’s doctors to be contacted:
- when you enroll
- during your second trimester
- 4 weeks after your due date
- when your baby is 1, 3, and 12 months old.

. You will only be contacted after your delivery if

the registry team cannot contact your or your
baby’s doctors.
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Who can take part?

You, or someone you know, may be able to take
part if you/they:

® are pregnant

e have been diagnosed with MS, and

e have taken Vumerity® (diroximel fumarate) at any
time from 2 weeks after the first day of your/their
last menstrual period through pregnancy, or

e have not had MS therapy at any time during this
pregnancy.
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What else do | need to consider?

e You do not have to take part in the registry
if you do not want to.

e |If you choose to take part in the registry,
you can stop participating at any time.

e There will be no additional medical appointments
for this registry.

e This registry has been reviewed by an
Institutional Review Board (IRB]/Ethics
Committee (EC), which protects the rights, safety,
and well-being of participants.

How do | get more information?

To find out more, please visit the registry website at

BlossoMSstudy.com, or contact the Registry
Coordinating Center using the information provided here.
Registry participation is voluntary. By contacting us, you
are under no obligation to take part in the registry.



http://www.blossomspregnancyregistry.com/
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