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Program Title: Finerenone oral suspension - Medical Need Program 
(MNP) 

Treating 
Physician: 

 

Company / Data 
Controller: 

Bayer AG, 51368 Leverkusen, Germany  

Patient:  
 

 Why am I receiving this information sheet? 
  

You/your child have been participating in the research study FIONA-OLE. The 
purpose of this Medical Need Program is to provide the drug for patients who are 
considered to have received benefit from treatment during the trial.  
 
Your treating physician considers you /your child suitable to continue treatment with 
the drug as you /your child have shown a positive benefit/risk ratio from treatment. A 
positive risk/benefit ratio means that your doctor considers that the potential benefits 
of taking the drug outweighs the potential risks. You (and your child, if applicable) will 
need to give your permission before you /your child can take part in this program. This 
is called “consent”, or “assent” for adolescents and children < 18 years of age. The 
decision to join this program is entirely up to you and your child (if applicable).  
 
This information sheet tells you about the program. Please take your time to read it 
carefully. Then ask your doctor if anything is not clear or if you would like more 
information. Your doctor can also give you information on the alternative treatment 
options for your disease.  
 
If you decide to take part in the program and you change your mind later, the program 
can be terminated for you at any time without giving reasons.  
 

 What is the purpose of this program?  

Information Sheet for Participants/Caregivers 
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 The purpose of this program is to provide access to Finerenone oral suspension for 
pediatric patients with chronic kidney disease following completion of the FIONA-
OLE clinical trial until the drug is approved and available in your country.   
 

 Could the program be halted for any reason? 
 Please be aware, that Bayer may decide to stop your drug for scientific or safety 

reasons at any time. 

 

 What is the drug in the program? 
 During the program you will receive the drug Finerenone oral suspension. 

Finerenone oral suspension is not yet approved in your country for your disease. 
Finerenone works by blocking the effects of aldosterone and may provide a useful 
treatment option for your indication. 
 

 How will the drug be given? 
 Finerenone is taken once daily as suspension administered by mouth. The 

suspension is prepared by dissolving the provided granules in a certain amount of 
water.  
Finerenone should be taken every day, preferably in the morning at approximately 
the same time each day. Finerenone can be taken with a glass of water, with or 
without food i.e. in the fed or fasted state. However, it should not be mixed into 
food before administration. 

At the time of re-supply of drug, your doctor may increase the dose you will get. It 
will be up to your doctor to increase your drug dosage, decrease the dosage or 
temporarily hold the drug based on safety and tolerability.  
 

  

 Will there be any side effects? 
As with any drug, side effects may take place with Finerenone. These side effects based on 
observations in adults taking Finerenone are described below: 
 

Side effects of Finerenone 
Very common side effects • High potassium level (hyperkalaemia) (Possible signs of high 

potassium levels in the blood may include feeling weak or tired, 



    
      
 

Finerenone oral suspension – Informed Consent v2 Feb 2026 Page 3 of 12 
 

 

 

Out of 100 people who 
receive finerenone, 10 
people or more may have the 
following side effects: 

feeling sick to the stomach, numbness in the hands and lips, 
muscle cramps, irregular pulse rate). 

 

Common side effects 
Out of 100 people who 
receive finerenone, between 
1 and 10 people may have 
the following side effects: 

• Low sodium level (hyponatraemia) (Possible signs of low sodium 
level in the blood may include feeling sick to the stomach, 
tiredness, headache, confusion; muscle weakness, spasms or 
cramps). 

• A small increase in uric acid in blood (hyperuricemia), which 
appears to reduce over time 

• Changes in results that are used to check how well your kidneys 
are working (Blood creatinine increased/glomerular filtration rate 
decreased) Low blood pressure (hypotension) (Possible signs of 
low blood pressure may include dizziness, lightheadedness, 
fainting). 
 

  
There may be other side effects for Finerenone, that are not yet known as the drug is still 
being tested. You should tell your doctor about any new symptoms you have. 
 
 

Important information about pregnancy 

 It is not known if Finerenone could affect an unborn child if it is taken by the mother. 
There may be side effects or risks to an unborn child we don’t know about. Animal 
data indicate some risk for the unborn child. 

  
It is not known if Finerenone can pass to human milk and cause risks to a child who is 
breastfed. In animals, Finerenone passes into milk and affects development of the 
offspring. This means adolescent females who are breastfeeding or pregnant cannot 
take part in the program. 

 If you are a woman and become pregnant during the program, please inform your 
doctor immediately. Information about your pregnancy and the birth will be collected. 

  
 
 

 What are my rights as a patient? 
What happens if I want to stop taking the drug? 
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 You can stop the drug any time without giving reasons. Please inform your doctor if 
you stop taking the drug. 

How will my personal information be kept private? 
 If you take part in this program, it will be necessary to handle your personal data. 

Personal information includes anything related to you, like details about your health. 
This information is protected by data privacy law. Bayer AG, as the sponsor of this 
program, and your doctor’s practice are both responsible for following privacy laws 
when handling your personal data. 
 
Clinigen Healthcare Limited (“Clinigen”), as the company providing the drug ordering 
platform (“Clinigen Direct”) will be processing your initials and date of birth. Clinigen 
is responsible for following privacy laws when handling your initials and date of birth. 
 
If your physician registers you to the program, a code will be generated to register 
you as a patient in the ordering platform. Only your physician and/or other 
healthcare providers from the same institute as your doctor will be able to identify 
you from the code. Your medical records at the doctor’s office will remain "un-coded" 
and contain data that can directly identify you. Only a minimum of data will be 
needed to be collected from you to participate in the program, like your disease 
status, your participation in the research study FIONA-OLE, your patient ID from the 
research study you have been participating in, your gender, your initials (in a generic 
form), your year of birth, the quantity of medication your doctor is ordering for you, 
and any side effects that you may experience. 

Who receives my coded data? 
 The coded data will be provided to Bayer AG and further Bayer Group companies or 

service providers supporting the program, such as Clinigen and Clinigen’s third party 
service providers (solely to: (a) allow the importation/supply of the drug your 
physician or to the pharmacist of the institute as applicable; and (b) to administer, 
manage and develop Clinigen Direct (including troubleshooting, data analysis, 
testing, system maintenance, support, reporting and hosting of data). 
 
Where required by law, governmental, tax, regulatory or similar authorities might 
also have to receive your personal data. 
 
If Bayer and/or Clinigen stops working on the program, the program might be 
continued by another pharmaceutical company and your coded data might be given 
to this company. It can only use your coded data in the same way and for the same 
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reasons described before, and they must make sure to protect your data privacy 
rights. 
 
Other Clinigen Direct users, being health care professionals or administrators from 
the same institute who have authorized access to Clinigen Direct in respect of that 
same institute may have access to your coded data in order to facilitate the ordering 
and supply of the Product.  
 
Other physician’s administrators (who have access to Clinigen Direct) from the same 
or a different institute, may have access to your coded data if you consent to a 
transfer into the care of a different physician or pharmacist. 
 
In case your coded data is transferred to a country with a lower data protection level 
than the United Kingdom and/or the European Economic Area, your data will still be 
protected through special privacy contracts or other ways to secure your data 
privacy rights. Please contact Bayer or Clinigen if you want to know more.  
 
 
 
 

What will my coded data be used for and how long is it kept? 
 Your data will be used to comply with Bayer’s and/or Clinigen’s legal obligations to 

verify that you are eligible to participate to the program, in order to comply with 
Bayer and/or Clinigen’s regulatory responsibilities and to ensure that the right drug is 
provided to the right patient. Furthermore, it might be needed to track back any 
reported adverse events that occurred to you during treatment with Finerenone. 
Your coded data will also be used to obtain, analyze and report information on 
program participation and to track your progress/outcomes. 
 
Clinigen will use your initials and year of birth to create a coded (pseudonymized) 
identifier which will be used as your coded reference. 
 
The coded data will be kept for 10 years after the program ends, or longer if needed 
for the purposes above or legal reasons. 
 

What are my data privacy rights? 
To take part in this program means you must agree to the collection of your 
personal data as described above. Once collected, certain data will need to be 
processed to ensure the reliability and safety of the drug. 
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Other than where Bayer and/or Clinigen are required to process your data by law, in 
all other cases the legal basis for processing your data is consent.  
 
Your personal data are protected by data privacy law which ensures you have the 
following rights:  

• Withdraw your consent to handle your personal data. This would mean that you 
cannot continue to participate in the program and no further personal data about 
you will be collected. Data that had been used before your withdrawal will need to 
be retained to ensure complete documentation of the program. 

• Request information about the handling of your data, a copy of your personal data 
collected by your doctor, or deletion of your data. Please note, to ensure the 
integrity of the program and regulatory requirements, this may not be possible.  

• Request correction of your data if it is wrong or not complete. 
• File a complaint at a European data protection authority because Bayer is situated 

in European Union. 
 

If you have any questions about how your personal data is being kept private, 
please ask your study doctor or the data protection officer at you doctor’s office. 
Your study doctor will then pass on your questions to Bayer without telling them 
who you are. 
 
If you need to get in touch with the data protection officer of Bayer, you can use the 
following contact information: Bayer AG, Data Protection Officer, Kaiser-Wilhelm-
Allee 1, 51373 Leverkusen, Deutschland, data.privacy@bayer.com. 
 
The data protection officer of the [Program site]: [DPO details to be entered by site] 
 
Mediator or Data Protection Authority: 
Gegevensbeschermingsautoriteit 
Drukpersstraat 35, 
1000 Brussel 
+32(0)22744800 
contact@apd-gba.be 
 
Your data will be processed in accordance with the General Data Protection 
Regulation (GDPR) and the Belgian law on data protection of 30th July 2018. 
 
These rights are guaranteed to you by the European General Data Protection 
Regulation of April 27, 2016 (applicable since May 25, 2018) and by the Belgian 
Law of July 30, 2018 on the protection of privacy with regard to processing of 
personal data and by the Belgian law of 22 August 2002 on patient rights.   
 

mailto:data.privacy@bayer.com
mailto:contact@apd-gba.be
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For more information about your rights, the retention guidelines Clinigen uses and 
how Clinigen safeguards personal data (including where transferred outside of the 
UK and/or EEA), please see Clinigen’s privacy policy:  
https://www.clinigengroup.com/direct/en-gb/privacy-policy/. If you have any 
questions about this Privacy Notice, or wish to exercise your rights under it, please 
contact Clinigen’s Customer Services team on 
https://www.clinigengroup.com/direct/en-gb/contact-us/     

 

Will I need to pay for the drug? 
 As part of this program, there will be no costs to you for Finerenone oral suspension.  
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Informed Consent Form for Patients participating in the 
Finerenone Oral Suspension Medical Need Program 

 

Program Title: Finerenone Oral Suspension Medical Need Program 
(MNP) 

Treating 
Physician: 

 

Company / Data 
Controller: 

Bayer AG, 51368 Leverkusen, Germany  

Patient:  

My statement 
I agree that: 

My doctor has fully explained the program and has taken the time to answer all of my 
questions. 

I have read the “Information sheet for participants/caregivers”, and I understand it. I 
understand that I will get a copy of it and this informed consent form after I sign this form.  

I have had enough time to consider joining the program. 

If the patient is a/my child, I confirm that I am the person(s) with parental authority for the 
patient who is a child. 
I understand the data privacy information given in this “Information sheet for participants”. I 
understand my / my child´s data privacy rights, and I agree to them.  
I consent to the collection of my / my child´s personal data, including special category health 
data,  as described in this “Information sheet for participants”. This personal data is then 
required to meet obligations from regulatory health authorities. My / my child´s personal data 
will be used for these purposes even if I withdraw from participation. I understand that my 
personal data can be used and transferred in the ways described in this ”information sheet 
for participants”. 
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I understand that my / my child´s taking part in this program and signing this consent form is 
my choice – I / my child do/does not have to take part in this program. I understand that I / 
my child will still receive regular medical care if I decide (for my child) not to take part in the 
program or if I decide (for my child) to leave the program at any time.   
I understand that as part of this program I / my child will get Finerenone oral suspension free 
of charge, a medication that has not yet been approved and reimbursed in my country for 
treatment of my indication. I understand that Bayer has the right to stop the program at any 
time. 
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My agreement  

I agree (for my child) to take part in the program. I also agree that my / my child´s personal 
information can be used in the way described in the “Information sheet for participants”. 
 
Parent name:  ______________________________________________________________ 

          Please print your full name (First name, Surname)  
 

_____________ ______________________________________________________________ 
Date and time  Parent signature 
 
 
Second Parent name:  ______________________________________________________________ 

          Please print your full name (First name, Surname) 
 
_______________ ______________________________________________________________ 
Date and time  Second Parent signature 

 
 

 
 
Physician agreement 
I have taken the time to fully explain this program and to answer all of the patient’s / 
caregiver´s questions. I have explained the participant’s data privacy rights and how the 
patient’s personal information will be used and processed.  
 
I will ensure the patient / caregiver gets a copy of the “Information sheet for 
participants/caregivers”, and this consent form after it is signed. 
 
 
____________    __________________________ ___________________________________ 
Date and time    Signature    Doctor’s stamp or name (First name, Surname), 

                address, phone 
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Include only if applicable  
 

Legal representative  
I confirm that I have received the “Information sheet for participants” and I agree to the 
inclusion of the patient in the program. I believe that this would be the patient’s presumed will 
or wish. I understand that if the patient expresses a different opinion in future they can be 
withdrawn from the program at any time with no effect on the normal medical care. 
 
Name of Participant : _________________________________________________________ 
   Please print full name of participant (First name, Surname) 
 
Your name:  ________________________________________________________________ 

         Please print your full name (First name, Surname)  
 
_____________ ___________________________________      __________________________ 
Date and Time  Legal representative’s signature  Relationship to participant 
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Include if applicable e.g. if the participant or the participant’s legally authorized representative cannot read 
 

Impartial Witness agreement  
(as required e.g. if the participant cannot read or write) 

I confirm that information in the “Information sheet for participants” and any other written 
information was accurately explained to the patient. The patient appeared to understand it 
and freely gave their consent by their own choice.  
 
Name of Participant : _________________________________________________________ 
   Please print full name of participant (First name, Surname) 
 
Your name:  ______________________________________________________________ 

         Please print your full name (First name, Surname)  
 
____________  ______________________________________________________________ 
Date and Time  Impartial Witness’ signature 
 
 
 
Copies dated and signed in duplicate: 1 copy for the doctor, 1 copy for the patient  


