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PHARMA NEWS

International Alliance of Patients’ Organizations toolkit for 
biological and biosimilar medicines
The International Alliance of Patients’ Organizations (IAPO) 
is an alliance of over 200 patient groups that represents the 
interests of patients worldwide. In November 2013, IAPO pub-
lished its Information and Advocacy Toolkit on Biological and 
 Biosimilar Medicines for Patients’ Organizations [1]. The  Toolkit 
was developed to provide up-to-date, evidence-based informa-
tion on the science, technology, and regulatory information 
 relevant to biological and biosimilar medicines.

IAPO believes patients should be aware of what biological and 
biosimilar medicines are and the implications of their increasing 
availability. The Toolkit was developed to allow patient advo-
cates to make informed judgements on the value of biological 
and biosimilar medicines and actively engage in debate and 
discussion with other stakeholders involved in health care.

The Toolkit contains a briefi ng paper on biological and biosimi-
lar medicines, a quick guide, a guide on what patients’ organiza-
tions can do, as well as a number of fact sheets. It is available 
free of charge to patients’ organizations around the world. It is 
unique in that it explores the perspectives of a variety of dif-
ferent stakeholders including patients’ organizations, regulators, 
medical associations, academics and biological and biosimilar 
medicine manufacturers.

IAPO’s Toolkit covers important issues for patients’ organiza-
tions and other stakeholders, identifi ed through an online con-
sultation and through in-depth interviews. Topics include the 
safety of biological medicines, how they are regulated and mon-
itored, how they are prescribed and dispensed, as well as who 
can access them and what information and support is available 
to patients.

In December 2012, IAPO held an online consultation with its 
members to understand the level of awareness of biological and 
biosimilar medicines, their regulation and use, and the issues 
and concerns that patients’ organizations found most important. 
Raising patient awareness is essential, since the acceptance of 
generics substitution worldwide has been slow, with research 
showing that many patients get confused or feel apprehensive 
about having their drugs changed [2].

IAPO found varied awareness of biosimilar medicines among 
respondents. Most (54%) of the patients’ organizations that 
responded represented patients who were currently using bio-
logical medicines for treatment of their disease, and 20% of the 
respondents represented patients who were using biosimilar 
medicines. The majority of respondents had no (36%) or some 
(32%) awareness of how biosimilar medicines were regulated in 
their country or region.

Ensuring the safety of biosimilar medicines is an important issue 
for patients’ organizations. Safety includes a broad range of issues 
from how biosimilars are defi ned and named, to their ability to 
cause immune reactions, regulation and pharmacovigilance.

Pharmacovigilance is critical in ensuring the safety of all medi-
cines. As all biological medicines can potentially cause an 

immune response after approval, surveillance and monitoring 
are absolutely essential to track any adverse effects caused by 
the medicine [3, 4].

IAPO’s online consultation revealed that 50% of respondents 
had some to high awareness of the pharmacovigilance system 
in their country while 33% had little awareness and 19% had no 
awareness at all. A number of patients’ organizations from both 
developed and developing countries highlighted the importance 
of a strong pharmacovigilance system, and how this was lacking 
in their countries.

Pharmacovigilance depends on being able to track and trace 
biological and biosimilar medicines. Being able to differentiate 
between medicines is essential [5]. Manufacturers of medicines 
can apply to the World Health Organization for an International 
Nonproprietary Name (INN). INNs facilitate the identifi cation of 
pharmaceutical substances or active ingredients in medicines [6]. 
Each unique INN, sometimes called a generic name, is different 
to the brand name but shared between identical pharmaceutical 
substances. INNs are important for the clear identifi cation, safe 
prescription and dispensing of medicines to patients, and for 
communication and exchange of information among healthcare 
professionals and scientists. However, the structural complexity 
of biological medicines means that a biosimilar cannot be identi-
cal to the original biological medicine or to other biosimilars.

If doctors or pharmacists use only the INN when prescribing 
a biological or biosimilar medicine, and if several biosimilars 
exist, it will not be known exactly which medicine the patient 
is being given. If an adverse effect occurs it will not be clear 
which medicine – either the original biological or any of several 
biosimilars – caused it [4]. Automatic substitution of approved 
biosimilars by the pharmacist without notifying the patient and 
physician/healthcare provider would circumvent pharmacovigi-
lance, putting patient safety at risk [7], as could prescribing med-
icines using only the brand name.

Each biosimilar medicine should have a unique identifi er (or 
brand name) in addition to its INN to make it clear which medi-
cine a patient is taking [8, 9]. Patients should ensure that when 
they are prescribed a biological or biosimilar medicines they 
know the unique identifi er (or brand name), manufacturer’s 
name and where to fi nd the batch number of their medicine.

Biological medicines have revolutionized the treatment of many 
diseases and have benefi ted millions of patients worldwide. 
IAPO believes that ensuring access to high quality, safe and 
effi cacious biological and biosimilar medicines depends on 
education of patients, doctors and health authorities. Stringent 
regulatory guidelines based on those of the European Medi-
cines Agency, World Health Organization or US Food and Drug 
Administration, and robust pharmacovigilance and adverse 
event monitoring systems are key to ensuring patient safety.

To see the Toolkit and for more information on IAPO’s work on 
biological and biosimilar medicines please visit www.patients-
organizations.org/biosimilars
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Reducing the European healthcare budget with generics and 
biosimilars
The world market for medicinal products is expected to reach 
US$1 trillion in 2014. Global spending on medicines is expected to 
grow to nearly US$1.2 trillion by 2017 [1]. As governments around 
the world try to rein in healthcare expenses, generics and biosimi-
lars can play a major role in reducing this budgetary burden.

Intellectual property
Intellectual property (IP) rights are of critical value in a  knowledge-
based society and pharmaceutical companies are particularly 
dependent on appropriate patent protection and enforcement. 
Equally, effective competition between originator and generic 
drugs generates incentives for originator pharmaceutical compa-
nies to continue investing in research and development.

Budget constraints
Due to a combined effect of the so-called ‘patent cliff’ (when a 
large number of key small molecule brand-name drugs become 
open to competition from generics) and the current economic 

crisis, in recent years most OECD (Organisation for Economic 
Co-operation and Development) countries have even experi-
enced a consolidation or decrease in pharmaceutical expendi-
ture as a share of total healthcare expenditure. Most of these 
savings have been achieved by the replacement of expensive 
brand-name drugs with low cost generics.

Other changes have also been introduced to reduce spending 
on medicines. Changes affecting reimbursement lists and pro-
cedures, e.g. de-listings, introduction of positive and/or nega-
tive lists; and the reference price system, i.e. changes in pricing 
methodology allowing lower reference prices, broader clusters 
of similar medicines, and/or the pricing of generics in a cluster 
(‘generic price link’) are being made.

Measures to increase the uptake of generics, such as making 
prescribing by international non-proprietary name mandatory 
and the use of public awareness-raising campaigns, have been 
frequently used.

Despite these measures, pharmaceutical expenditure still 
accounts for a considerable percentage of total healthcare 
spending in Europe. In 2011, spending on drugs as a percentage 
of total healthcare spending ranged from 6.8% in Denmark to 
33.4% in Hungary; followed by Greece (28.5%) and the Slovak 
Republic (27.4%).

European Union measures
The European Union (EU) has introduced several measures, 
such as a centralized procedure for the authorization of medi-
cines, rules facilitating the approval of generics, support to 
small- and medium-sized enterprises (SMEs), and regulatory 
data protection incentives to promote innovation while assuring 
timely access of patients to medicines.

Biosimilars
Biosimilars can also play a major role in improving public health 
since they address the need for the responsible allocation of 
public funds while opening up promising treatment options for 
patients by increasing their affordability. However, to realize 
the potential benefi ts that biosimilars offer requires not only a 
robust regulatory framework such as the one in place in the EU, 
but also effective risk management.

Experience to date suggests that the most important conditions 
required for market uptake of biosimilars are factors such as:
 i. physician perception
  ii. patient acceptance
iii. local pricing and reimbursement regulations
 iv. procurement policies and terms.

Fostering the informed uptake and improving early access to 
high quality biosimilars on the basis of the EU’s regulatory 
framework, i.e. through access to unbiased information and 
education of patients, healthcare professionals and payers, while 
closely  monitoring the EU’s market penetration of biosimilars 
may  contribute to the success of the dual objectives of improv-
ing overall public health and the sustainability of Member States’ 
healthcare systems.




