
Introducing the FREEDOM-1  
and FREEDOM-2 clinical trials
These studies will help us learn more  

about the safety and effectiveness of  

an investigational cell therapy called 

FCR001 in people who either:

 ‒ Will receive a kidney transplant from  
a living kidney donor (FREEDOM-1) 
OR

 ‒ Have already received a kidney 
transplant from a living kidney  
donor (FREEDOM-2)

The goal of this research is to help 

determine if a living donor kidney 

transplant and a stem cell transplant with 

the investigational cell therapy could help: 

 ‒ Prevent the rejection of the  
donor kidney

 ‒ Eliminate the need for life-long 
immunosuppressive medicines

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

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

FREEDOM-1 FREEDOM-2

You may be eligible to take part if:

You are at least 18 years old

You are willing to take part in 

the trial for about five years 

You have a living kidney donor 

who is also willing and eligible 

to take part*

*Study participants are responsible for finding 
their own kidney donor. However, resources are 
available to help guide this process. Please visit 
kidney.org/transplantation/livingdonors to learn 
more about finding a donor. 

You may be eligible to take part if:

You are at least 18 years old 

You have received a kidney 

transplant from a living  

kidney donor (who is also 

willing and eligible to take  

part) 3 to 12 months before  

the screening visit

You have not had any episodes  

of rejection 

You have stable kidney function



FREEDOM-1 timeline

Treatment group (investigational cell therapy)
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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. 

 ‒ Hemodialysis will be required after each round of conditioning 
medicines to help prevent you from experiencing side effects 

3. You will undergo the kidney transplant, during which you will receive 
your donor’s kidney.

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

5. You will continue to receive immunosuppressive medicines twice daily.
 ‒ Your study doctor may determine that you can stop taking some 

immunosuppressive medicines after six months and then others after  
one year

6. You will have regular study visits for about five years after your transplant  
so the study team can continue to monitor your health.

D
o

n
o

rs

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

2. Donors will have regular study visits for one year after the transplant so  
the study team can continue to monitor their health.

Control group (standard of care)
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1. You will undergo the kidney transplant, during which you will receive 
your donor’s kidney.

2. You will receive immunosuppressive medicines. 

3. You will have regular study visits after your transplant so the study team 
can continue to monitor your health.
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1. Donors will be managed according to the standard-of-care treatment. 
Their time in the study will end after the screening period.



FREEDOM-2 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 

kidney 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 these  
studies last?
All kidney recipients will have regular 

study visits for about five years.  

A donor’s time in the trial will be  

much shorter (up to 12 months). 

It is important to note that participants 

may experience side effects and/or  

health complications from the  

medicines, investigational cell therapy, 

and/or assessments and procedures. 

Please refer to the full informed consent 

form for all potential trial-related risks.  

If you have any questions, please ask  

the study team.

Together, can we unlock 
a future free from 
immunosuppression?
Please speak with your doctor for more 

information. You may also complete the 

pre-screener at TheFreedomStudies.com to 

see if you could take part.
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