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IAPO is a unique global alliance representing patients of all nationalities across all disease areas and 

promoting patient-centred healthcare around the world. Our members are patients' organizations working 

at the international, regional, national and local levels to represent and support patients, their families 

and carers. A patient is a person with any chronic disease, illness, syndrome, impairment or disability.  

Our membership is comprised of 250 patients’ organizations from over 60 countries and all world regions. 

 

At a time when the burden of chronic diseases is increasing across the world, ensuring that patients can 

access safe, quality, affordable and modern medicines such as biological medicines is vital to improving 

health. There are many barriers to patient access to new medicines, one of which is cost. In the coming 

decade we expect a great number of biosimilar medicines to become available for patients worldwide.  

These will provide alternative medicines for patients, usually at a lower cost than the original biological 

medicine, making these lifesaving medicines more accessible, and will increase options for doctors, 

patients and healthcare systems in general. 

 

In the last 10 years there have been many developments in terms of the regulation of biosimilar 

medicines and they have come to market in a number of countries and are available to patients. This 

raises the need for patients’ organizations and patients to be informed as to the situation and what it 

means for them so that they can engage individually in managing their own healthcare and collectively in 

regulatory decision-making. 

 

As more and more biosimilar medicines become available to patients there are important issues for 

patients and patients' organizations including the importance of appropriate regulatory pathways, 

consideration of the patient perspective in all health policy and regulatory decision-making, regulatory 

transparency, good patient information and patient-health professional decision-making in assessing 

treatment options that must be addressed.   

 

In addition, as with all medicines, patients need to be able to make a fully informed decision about 

whether to take a biological or biosimilar medicine or not, and to be fully involved in deciding what 

treatment to pursue together with their healthcare team. It is therefore essential that patients have 

access to clear and impartial information about what biological and biosimilar medicines are, and what 

their growing availability will mean for them. 

 

To support the education and empowerment of patients and patients’ organizations on these issues, IAPO 

has developed a toolkit entitled, ‘Biological and Biosimilar Medicines: An Information and Advocacy 
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Toolkit for Patients’ Organizations’.  This was released in 2013 and is available now in English, Spanish 

and Portuguese.    

 

The toolkit aims to equip patients’ organizations with an understanding of the science, technology and 

regulation, and social issues around biological and biosimilar medicines. Toolkit available at: 

www.patientsorganizaitons.org/biosimilars  The toolkit was developed through: 

• Consultation with IAPO’s membership  

• Interviews with a variety of stakeholders including patients, regulators, academics, biological and 

biosimilar manufacturers, medical association representatives  

• A Review Committee consisting of patients’ organizations, academics and regulators  

 

This toolkit was developed for patients’ organizations across the world to provide up-to-date, evidence-

based information on the science, technology and regulatory information relevant to biological and 

biosimilar medicines. It also offers tips on advocacy and further resources. IAPO hopes this Toolkit will 

allow patient advocates to make informed judgements on the value of biological and biosimilar medicines 

and actively engage in debate and discussion with other stakeholders involved in healthcare. 

 

When regulated carefully, biological and biosmilar medicines are safe, efficacious and modern medicines 

that can save the lives of many patients across the world. This depends on:  

o Educating patents, doctors, governments and minsters of health about what they are and 

what their potential therapeutic impact could be  

o Where available, stringent regulatory guidelines which follow those of the World Health 

Organization, European Medicines Agency or US Food and Drug Administration need to be 

in place and implemented  

o As with all medicines, robust pharmacovigilance systems and adverse event monitoring is 

key to ensuring patient safety – patients need to know how and where to report adverse 

effects  

 

Therefore, from a patient perspective we believe: 

• It is vital to ensure that all biological and biosimilar medicines are high-quality, safe and 

efficacious 

• Patients need to be informed of any changes made to their treatment regimes  

• Patients need to ensure that when they are prescribed a biological or biosimilar medicine they 

know the brand name and where to find the batch number  

• Robust pharmacovigilance systems and adverse event monitoring is key to ensuring patient 

safety  

• Education is essential – patients need to know how and where to report adverse effects and 

doctors need to ensure adverse effects are reported  
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