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Biosimilars for Healthcare Professionals

As is the case with other European countries, biosimilars of soma-
tropin, fi lgrastim, erythropoietin and infl iximab have recently 
been marketed in Spain. According to IMS MIDAS MAT 09/2012 
data, the uptake of biosimilars in the Spanish market has been 
traditionally lower to that reported in other European countries 
such as Austria, Germany, Greece or Romania (20% vs 50–70%). 
Ainhoa Aranguren Oyarzábal and colleagues from the Madrid 
Health Service, Spain investigated how efforts to improve the 
uptake of biosimilars in the country have been working.

To try and address this situation, the Assistance Direction of 
Pharmaceutical Management (ADPM) introduced a strategic 
approach in 2010. This initiative, along with other approaches, 
monitors the use of biosimilars with the aim of trying to improve 
the uptake of biosimilars in the region. Biosimilars use was 
monitored via the use of indicators, which were included in 
the Contract Plan – an agreement signed between the Madrid 
Health Service (MHS) and hospitals in the region. In 2014, the 
indicator %Biosimilar Drugs Cost Value, was included and in 
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Improving biosimilars uptake: experience gained in 
Madrid, Spain

How to improve the uptake of biosimilars is a question that many countries are fi nding a challenge. Researchers from the Madrid 
Health Service investigate how initiatives in Spain have aff ected biosimilars use.

2016 the percentage of patients on infl iximab biosimilar (new 
patients) was added.

%Biosimilar Drugs Cost Value = Purchase cost of biosimilars 
of somatropin, erythropoietin or fi lgrastim/Purchase cost of all 
brands of somatropin, all brands or erythropoiesis stimulating 
agents or all brands of colony stimulating factors

The %Biosimilar Drugs Cost Value for the main hospitals in Madrid 
was 15.72% in 2014 and 20.07% in 2015. This indicator shows 
wide variation between different hospitals. Several hospitals had 
no patients using biosimilars in 2014 (0%) compared to other hos-
pitals with use of biosimilars around 60–70%, see Table 1.

For the infl iximab indicator, more than half of the patients 
that started an infl iximab therapy in 2015 received a biosimilar 
(290 out of 536 or 54.10%). Considering all patients with an 
infl ixi mab prescription, 12.83% (343 out of 2,673) were treated 
with a biosimilar, see Table 2.

Table 1: %Biosimilar Drugs Cost Value for hospitals in Madrid in 2014 and 2015

2014 
(price including discounts)

2014 
(price excluding discounts)

2015 
(price excluding discounts)

Large Hospitals

Hospital 1 28.03% 37.47% 43.49%

Hospital 2  3.17%  6.14%  6.19%

Hospital 3  0.00%  0.00%  0.90%

Hospital 4  6.28% 11.43% 22.03%

Hospital 5  0.00%  0.00%  1.72%

Hospital 6  3.69%  7.93% 14.97%

Hospital 7  0.00%  0.00%  4.97%

Hospital 8  9.99% 12.70% 12.38%

All Large Hospitals  3.73%  8.69% 13.15%

Medium Size I Hospitals

Hospital 9 19.53% 24.45% 20.61%

Hospital 10 75.38% 74.65% 66.96%

Hospital 11 38.31% 27.19% 55.62%

Hospital 12 37.39% 65.76% 70.63%

Hospital 13  2.35%  1.32% 10.75%

Hospital 14 39.51% 56.67% 60.05%

Hospital 15  6.40% 11.23% 13.42%

All Medium Size I 
Hospitals

19.86% 27.59% 29.51%

(Continued )
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Table 2: Percentage of biosimilar patients on infl iximab for hospitals in Madrid

% Patients with biosimilar/Patients 
starting on infl iximab

% Patients with biosimilar/All patients 
on infl iximab therapy

Large Hospitals

Hospital 1 60.00% 8.44%

Hospital 2 70.00% 7.27%

Hospital 3 42.86% 8.82%

Hospital 4 18.42% 3.68%

Hospital 5 37.50% 3.13%

Hospital 6 48.00% 8.34%

Hospital 7 31.58% 8.00%

Hospital 8 85.00% 29.82%

All Large Hospitals 48.90% 8.53%

Medium Size I Hospitals

Hospital 9 0.00% 0.00%

Hospital 10 10.00% 3.57%

Hospital 11 70.00% 9.21%

Hospital 12 45.00% 9.00%

Hospital 13 47.62% 13.70%

Hospital 14 89.19% 39.29%

Hospital 15 100.00% 37.50%

All Medium Size I 
Hospitals

54.31% 12.70%

(Continued)

Table 1: %Biosimilar Drugs Cost Value for hospitals in Madrid in 2014 and 2015 (Continued )

2014 
(price including discounts)

2014 
(price excluding discounts)

2015 
(price excluding discounts)

Medium Size II Hospitals

Hospital 16 56.88% 69.22% 62.75%

Hospital 17 23.97% 16.52% 29.54%

Hospital 18 61.29% 74.21% 69.13%

Hospital 19 15.94% 19.40% 17.03%

Hospital 20  0.00% – 11.61%

Hospital 21 15.13% 22.89% 30.65%

Hospital 22 22.25% 36.05% 47.90%

Hospital 23  0.00%  0.00%  9.03%

Hospital 24  4.63%  7.05% 28.31%

Hospital 25  0.00%  0.00% 29.85%

All Medium Size II 
Hospitals

23.33% 34.15% 35.46%

Table 2 shows the percentage of biosimilar patients on infl ixi-
mab, in the two scenarios (as a % of new patients and as a % of 
all patients) for the most relevant hospitals in the region.

In the experience of the authors, the Contract Plan has been an 
effective way to transfer the Regional Health System’s objectives 
to the hospitals. In addition, the indicators have been a useful 
tool to track usage, to compare different hospitals to each other, 
to evaluate trends over time and to obtain results.

A more detailed discussion of the methods used in the strategic 
approach, other approaches and the results and conclusions 
obtained by the ADPM is presented in several GaBI Online 
articles [1-5].
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Table 2: Percentage of biosimilar patients on infl iximab for hospitals in Madrid (Continued )

% Patients with biosimilar/Patients 
starting  on infl iximab

% Patients with biosimilar/All patients 
on infl iximab therapy

Medium Size II Hospitals

Hospital 16 84.62% 22.03%

Hospital 17 90.00% 16.07%

Hospital 18 70.00% 27.45%

Hospital 19 6.67% 23.81%

Hospital 20 100.00% 10.00%

Hospital 21 50.00% 15.00%

Hospital 22 81.00% 62.00%

Hospital 23 85.71% 28.57%

Hospital 24 100.00% 100.00%

Hospital 25 90.00% 90.00%

All Medium Size II 
Hospitals

69.90% 35.23%
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Biosimilarity and Interchangeability
As more biological products are going off patent protection, the development of follow-on biologics (biosimilars) has received much attention 
from both the biotechnology industry and the regulatory agencies since the United States (US) Congress passed the Biologics Price Competition 
and Innovation (BPCI) Act (as part of the Affordable Care Act) on 23 March 2010. In order to obtain input on specifi c issues and challenges asso-
ciated with the implementation of the BPCI Act, the US Food and Drug Administration (FDA) conducted a two-day public hearing on Approval 
Pathway for Biosimilar and Interchangeability Biological Products held on 2–3 November 2010, and a follow-up one-day public hearing on Draft 
Guidelines relating to the Development of Biosimilar Products held on 11 May 2012. Several scientifi c factors regarding test for biosimilarity, 
interchangeability, and comparability in manufacturing process were identifi ed. These scientifi c factors, however, remain unsolved pending on 
regulatory guidance which is expected to be circulated for comments/input by the end of 2012.

Unlike traditional small-molecule (chemical) drug products, the development of biological products is very different and variable with respect to 
the manufacturing process and environmental factors. The complexity and heterogeneity of the molecular structure, complicated manufactur-
ing process, different analytical methods, and possibility of severe immunogenicity reactions make quantitative evaluation of biosimilar products 
a great challenge to both the scientifi c community and regulatory agencies. The purpose of this Special Issue is not only to create a discussion 
forum by inviting relevant research work on the design and analysis of biosimilar studies, but also to refl ect recent discussion/development from the 
pharmaceutical/biotechnology industry, academia, and regulatory agencies such as EU European Medicines Agency and US FDA. As a highly 
regarded journal, GaBI Journal will help achieve these professional objectives.
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