
Introducing the FREEDOM-3 
clinical trial
The FREEDOM-3 clinical trial will 

help us assess the safety, tolerability, 

and effectiveness of an allogeneic 

hematopoietic stem cell transplant 

with an investigational cell therapy 

called FCR001 in people with rapidly 

progressing diffuse cutaneous systemic 

sclerosis (dcSSc) and who are at risk for 

organ failure.

The main goal of this trial is to assess 

the safety and tolerability of FCR001. We 

will also explore certain efficacy measures 

including scleroderma improvement and 

prolonged remission.

The safety and efficacy of the investigational cell 
therapy (FCR001) have not been established.

This trial uses an allogeneic 
hematopoietic stem cell 
transplant, which means a 
recipient receives healthy blood 
cells from a donor (who does 
not have dcSSc) to replace their 
unhealthy cells.

Models pictured are not actual participants in the FREEDOM-3 trial.



Could you take part in FREEDOM-3?
We are looking for up to 18 recipient and donor pairs to take part. 
You may be eligible if:

You are between 18 and 69 years old 

You are willing to take part in the trial for about five years 

Your dcSSc has affected your lungs or kidneys

You have received or are currently receiving at least one 
immunosuppressive medicine to treat your dcSSc

You have a donor who is also willing and eligible to take part*

Other study criteria apply. The study team will discuss these with you.

*Your donor may be related to you (e.g., a biological child, sibling, cousin), but they do not have to be. All 

donors must be willing to donate peripheral blood stem cells and meet other eligibility criteria to participate. 

If you need help finding a donor, please reach out to the study team for assistance.



FREEDOM-3 timeline
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All recipients will receive the investigational cell therapy.

1. You will undergo mobilization and apheresis to collect some of your stem 
and immune cells for safety purposes.

2. You will receive conditioning, including various medicines and a single 
low dose of radiation.

3. You will receive the stem cell transplant (a one-time infusion of the 
investigational cell therapy).

4. You will receive immunosuppressive medicines for at least one year. 
Your study doctor may ask you to increase or decrease your doses over 
the course of the study. They may also determine that you can stop taking 
some immunosuppressive medicines after six months and then others 
after one year.

5. You will have regular study visits for about five years after your transplant 
so the study team can continue to monitor your health.
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All donors will donate stem cells.

1. Some of the donor’s stem cells will be collected from their blood through 
procedures called mobilization and apheresis.

2. Donors will have two study visits within the span of one year after these 
procedures so the study team can continue to monitor their health.



What is the investigational 
cell therapy?
The investigational cell therapy, FCR001, 

is an investigational stem and immune 

cell-based product that comes from the 

donor’s blood. The donor’s cells will be 

collected and processed in a lab in order to 

create FCR001. Then, recipients can receive 

the FCR001 investigational cell therapy as 

a one-time infusion.

How long will this 
trial last?
The trial will last for about five years 

for all recipients, which includes at least 

21 to 33 study visits.

Learn more about the 
FREEDOM-3 trial
Please speak with your doctor for more 

information. You may also complete the 

pre-screener at Freedom3Study.com to see 

if you could take part.
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