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PREFAZIONE

Il rilancio dell’economia italiana, e soprattutto del Mezzogiorno, ¢ possibile se si
riparte dai propri punti di forza e dalle proprie vocazioni territoriali, investendo nelle
principali filiere produttive, nelle infrastrutture materiali e immateriali che lo
supportano, come la logistica e I’innovazione, e sull’utilizzo concreto ed efficace dei
fondi strutturali, di cui ¢ partita la programmazione 2014-2020.

SRM da anni concentra le proprie analisi su questi temi, approfondendo la
conoscenza di filiere, settori e rami di attivita che rappresentano per il Mezzogiorno la
linfa vitale per il proprio futuro. Nella collana di ricerche Un Sud che innova e produce
si vuole quindi dare spazio a quelle forze endogene che tradizionalmente hanno
rappresentato quella parte del nostro territorio che compete a livello nazionale ed
internazionale. Aree di attivita presidiate da imprenditori, lavoratori e strutture
organizzative che in modo tangibile ed innovativo sono da sempre sinonimo di valore,
qualita e abilitd manifatturiera e commerciale.

Nei primi tre numeri della collana, SRM ha approfondito le filiere dell’ Aeronautico,
dell’ Automotive, dell’Agroalimentare e dell’Abbigliamento e della Moda; in questo
numero ’analisi si ¢ concentrata su un settore innovativo e fortemente competitivo
nello scenario produttivo meridionale e nazionale: la filiera Farmaceutica e delle
Scienze della vita.

L’industria farmaceutica in Italia si caratterizza infatti per un ampio numero di
imprese ed una solida base produttiva, risorse umane molto qualificate, moderne
relazioni industriali, un indotto di eccellenza ed un’intensa attivita innovativa. L’Italia
risulta dunque un paese particolarmente capace di attrarre, mantenere e sviluppare una
forte presenza produttiva farmaceutica. Considerato il contesto mondiale molto
concorrenziale e ’alto tasso di internazionalizzazione del settore, € fondamentale che
I’Italia e le aziende siano sempre competitive per crescere sui mercati internazionali,
ma anche poter contare su un mercato interno che assicuri standard adeguati e concorra
all’attrattivita delle attivita industriali nel Paese.

Una filiera peraltro che vede nel Mezzogiorno un “elemento” di forte potenzialita
per il successo del nostro Paese nel contesto internazionale. Anch’esso infatti vede nel
suo territorio imprese, centri di ricerca ¢ tradizioni, che possono garantire un apporto
significativo alla filiera nazionale.

La presenza nel Mezzogiorno ¢ peraltro gia significativa, localizzandosi infatti circa
il 6% di tutti gli addetti diretti ed il 15% degli indiretti di tutta la filiera nazionale.

L’industria farmaceutica nel Sud vede inoltre la compresenza di vasti stabilimenti
facenti capo a 14 player italiani ed esteri di medie e grandi dimensioni e di numerosi
impianti piu limitati realizzati da imprenditori locali, alcuni dei quali si sono ormai ben
inseriti in produzioni di nicchia anche nel campo delle biotecnologie e degli apparati
medicali, conquistando in taluni casi segmenti di mercato anche all’estero.

Ovviamente c’¢ ancora molto da fare per poter portare la struttura produttiva e di
ricerca del Mezzogiorno ai livelli di quella nazionale. Ci sono pero le capacita, gli skill
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PREFAZIONE

professionali e le potenzialita di investimento per percorrere la strada della crescita e
della competitivita, anche in questa filiera cosi rilevante per il suo impatto innovativo e
tecnologico sul territorio.

L’attivita di analisi svolta da SRM si ¢ basata anche in questo lavoro sulla centralita
dell’impresa e degli uomini che la costituiscono (imprenditori ¢ lavoratori), sulle
tradizioni e sulla voglia di competere che deve essere uno dei punti di forza di un Sud
che — nonostante tutto — dimostra di essere ancora capace di innovare, produrre ed
esportare.

Paolo SCUDIERI

12



ABSTRACT

The pharmaceutical industry in Italy and, more generally, the field of life science
technologies, is characterized by a large number of firms and sound production, very
qualified human resources, modern industrial relations, first-quality downstream
activities and an intense process of innovation. Considering the high competitiveness at
global level and the high rate of internationalisation of the sector, it is essential that
Italian companies are always competitive in order to grow on the international markets,
but also to be able to rely on an internal market that ensures adequate standards and
contributes to the attractiveness of the industry in the country.

The general objective of research is the evaluation of the possible contribution of
the pharmaceutical industry — with specific reference to drug production — to the
economic development of the country, through the analysis of the strengths and the
areas of risk of Italian production. The research also investigates the key factors that
ensure its potential for growth and expansion, as well as the proposals for intervention,
and identifies the possible objectives of industrial policy for the sector. The work stems
from an analysis of the international scenario and then focuses on the national territory,
with particular regard to the southern regions, with the aim of explaining the real
positioning of the pharmaceutical sector in this area, as well as its positioning within a
broader national and international framework. The analysis that SRM has carried out
over the past few years on the production chains and the industrial districts of the
South, continues and highlights some aspects concerning policy. The innovative
processes within the pharmaceutical sector have been examined in depth, with
particular reference to the biotechnology, prefiguring the possible changes that will
affect this sector in the future. Sectoral and regional interdependencies were also
analysed with the aim of investigating the existence of productive links between the
pharmaceutical industry and the other sectors, as well as the relationship amongst the
different areas of the country through the analysis of the trade among the different
regions. Space was given to the policies of the sector, with a brief description of the
European strategic framework for the pharmaceutical industry. Finally, according to
the style of research which identifies SRM, the study gives plenty of space to the sector
operators, particularly those operating in the South, to gain a deeper understanding of
the dynamics, opportunities, but also of the criticality and problems of the
pharmaceutical system of our country.

The growth dynamics of the pharmaceutical sector at world level are in continuous
transformation, with an orientation which is more and more pushed towards the
production of specialty drugs. In the coming decades, the demand for new therapies
will continue to steadily increase, therefore, in the long term, a favourable trend in the
pharmaceutical sector worldwide is expected. The most sold medicinal products in
2020 will belong to therapeutic areas of chronic pathologies. Treatments will be
transformed by the increase in the number and quality of the most innovative drugs for
cancer, hepatitis C, autoimmune diseases, heart disease and a series of rare diseases. In
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the same year of reference, the medical expenditure for brand name drugs (52%) will
be predominant; a demonstration of the fact that the markets with a greater capacity of
expenditure such as the United States (41%), the five major European countries (13%)
and Japan (6%) will still be the biggest buyers of medicines. During the decade 1995-
2005, most of the top-selling drugs belonged in fact, to therapeutic area of primary
care, which represented about 80% of revenues for most of the biggest pharmaceutical
multinationals. Over the last decade, multinational pharmaceutical companies have
shifted their attention to specialty drugs, often produced through biotechnology and
intended for the treatment of rare diseases and different forms of cancer. The
personalization of the treatment has become the main business strategy for increasing
the sales of 'orphan drugs' (i.e. those indicated for the treatment of a rare disease), and
an effective way to obtain additional periods of exclusivity by extending the periods of
protection, thus restoring the profitability of a drug whose patent has expired. The new
positioning strategies of the large pharmaceutical companies are marked by the desire
to be within the hotspots of bioscience, that increasingly represent the key centres for
the avant-garde, scientific research. This shift has been possible due to the
diversification of the players in the pharmaceutical market occurring as a result of the
gradual rise of the biotechnological companies, which created the conditions for the
abandonment of the model of closed innovation. All this represents an important
change of perspective in the approach to the cure of diseases. No more therapeutic
models aimed at all patients suffering from the same pathology (one size fits all), but
more and more the emergence of a new paradigm of personalised medicine, with
therapies directed at increasingly smaller subgroups of patients, until they get to
products prepared specifically for a single patient.

Because of the many barriers, the overall pharmaceutical sector is currently still
dominated by players from the United States, Europe and Japan. It is likely, however,
that a new generation of companies from countries like China, India, Korea and Brazil
is about to emergen and will challenge the long-time leadership of U.S. and European
businesses. According to the forecasts of the IMS (2015), in 2020 the "pharmerging"
markets will account for a quarter of the global medical expense. The companies of
these countries are making huge strides forward, even from the point of view of
innovation.

Since 2014, the Italian pharmaceutical industry has shown signs of productive
recovery which accelerated in 2015, mainly thanks to the flywheel of the foreign
market. In 2015 Italy confirms itself in an excellent position as regards the production
of medicines in the EU: second only to Germany. Thus our specialization in the
production of drugs is confirmed.; Italy represents 19% of the market of big EU, but it
accounts for 26% of production and 40% of the increase in the external balance of
drugs between 2010 and 2015. In 2015, the pharmaceutical industry in Italy was one of
the sectors which made the greatest contribution to the development of the country and
which increased its production over the previous five years. Between 2014 and 2015,
the production grew by 5% up to €30 billion. According to a study by the Bank of
Italy, the pharmaceutical is the only sector to have increased its production capacity.

14



ABSTRACT

It is distinguished by a unique composition in Europe, with a balanced contribution
of companies with Italian capital, which determine 40% of its industrial role, and
foreign invested, from which the 60% depends. Amongst all the foreign invested
companies in Italy, the pharmaceutical ones have a prominent role for added value,
investments and exports.

All the companies of the sector are mostly medium-large. Investment per employee
is 390% higher than the average of the manufacturing industry, and also exceeds the
average of the medium and high tech sectors. Therefore, this generates a very high
level of capitalisation. Exports per employee are 330% higher than the average for the
sector, and the greater propensity to internationalisation and the investment
(particularly for the most risky and with deferred return, i.e. that in R&D) corresponds
to a larger and corporate-type entrepreneurial structure. The comparison between the
pharmaceutical industrial production and the GDP in the period 2010-2015 shows very
clearly the importance of the sector for the Italian economy. In the first 4 years despite
the recession for the national economy, the pharmaceutical production was positive and
in 2015 — with a GDP finally growing again — the pharmaceutical sector has continued
to tow the manufacturing activity.

This is a strongly internationalized sector. The process of internationalisation in
fact, regards this industry much more than the industrial average, both for the presence
of foreign companies in Italy, and for the presence abroad of the Italian ones. In 2015,
the pharmaceutical exports grew by 4,5% compared to the previous year. The bulk of
the exports focuses on the markets of the Euro area, in particular in Belgium (which
alone absorbs 28% of the export), Germany, France, The Netherlands, Spain and
Austria. China is a rapidly growing market, positioned in ninth place, and overtaking
another important Asian market: the Japanese one. The outward processing trade from
the country represents a significant share (13,2%) of total definitive export. There is,
therefore, an important activity of secondary manipulation of products, carried out
abroad by the Italian branches.

All in all, the significant economic importance of the sector also derives from its
ability to activate other sectors which operate in a given area and in the rest of the
country. The sector is characterized by a strong integration both at sectoral level, and at
geographical level, which derives from both the organization of the production cycle
and from the structure of demand. At the level of inter sectoral relations, the
pharmaceutical industry activates the production of many other sectors (chemistry,
commercial distribution and transport, services for businesses etc.), which in some
cases are located in the same region that hosts the pharmaceutical production, but
which, in other cases, generates further exchanges between regions. The two regions,
Lombardy and Lazio, specialising in pharmaceutical production not only generates a
great demand of pharmaceutical products, but also contributes to meeting the demand
of the other regions and to supplying the international export. The territorial analysis
shows that, despite the industry being highly concentrated on a few clusters belonging
mainly to the regions in the centre and north of Italy, in the South there are some
centres, with a somewhat significant relevance. In fact, the centres of the area of
Lombardy, Eastern Piedmont, northern Emilia Romagna, Lazio, Marche and Tuscany

15
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absorb more than 83% of direct employees and production, 80% of export and 87 % of
the investments in R&D. The pharmaceuticals of the South suffers from the absence of
a concentration of activities as large as those of Lombardy or Lazio, but shows an
overall integration across sectors and regions in line with that typical of other areas of
the country. However, despite being a sector strongly concentrated under the
dimensional and geographical profile, the pharmaceutical industry is also present in
southern Italy. Over the last twenty years, its productive cornerstones grew in the
number and professional standing of the workers, in the quantity and quality of
preparations, in the levels of turnover and export and in the intensity of the research
carried out often in partnership with university departments with which it has also
actively participated in the creation of Technological Districts. The driving regions for
the sector have become the Abruzzo, Puglia, Campania and Sicily, but also other
territories now have skilled scientific and business resources as, for example, Sardinia,
that in the field of biotechnology and genetic engineering and genomics can be
regarded as an area with cluster and skills, studies and productions of excellence also at
international level.

Fourteen Italian and foreign group of medium and large size are located in the
South. The presence of the pharmaceutical sector in those geographical contexts
contribute to establish or increase public and private applied research in the region,
favouring the birth and development of university departments in pharmacology,
chemical and pharmaceutical technologies and biotechnological sciences, and to start
the first supply chain for the driving industries. Therefore, biotechnology and life
sciences districts were created, constituted by companies operating in different areas
interactive among themselves and by various public institutions.

In conclusion, the pharmaceutical sector represents a driver of innovation,
production and internationalisation that the South of Italy cannot and must not miss.
More and more companies and operators in the region must increase the ability to
participate in national and international networks, reducing the gap that still exists, in
particular in the processes of innovation and research. This will only be possible by
actively collaborating with the various players of the system: universities, public and
private research centres, clinical and experimentation structures, biotechnology
companies.
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