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Abstract

Optimising a Launch - Important factors affecting a
new pharmaceutical launch in Sweden

Simon Ekdahl, Emil Néslund, Sabina Smedsrud

This master thesis explores the launch process of new pharmaceuticals in Sweden.
The path of a pharmaceutical from idea to innovation is a long and arduous process
with only few new products actually reaching the patients in the end. Seeing as the
drug development is also an expensive process, it is of importance that the products
that get approval meet their expected revenue. New pharmaceuticals can also be life
changing for the patient, and thus it is important that once approval is received the
patients gain access to the new treatments. This study focuses on the post regulatory
approval processes in Sweden, as well as activities carried out by the companies that
affect the adoption of a new product.

By utilizing a qualitative study, this thesis aims to describe the internal and external
factors that affect the pharmaceutical launch process in Sweden. As well as exploring
what future initiatives and possible changes that might affect it. Ten interviews with
different company representatives as well as six interviews with governmental and
regional stakeholders were analysed using grounded theory to answer what factors
affect the adoption of new pharmaceuticals. Factors that were found to be important
were: Utilisation of cross-functional teams, clear and simple strategy that includes the
whole organisation, communicating with national and regional authorities, and get
feedback from these, communicate with patient representatives and organisations as
well as developing utility services for the product. From a couple of these factors a
trend towards the servicification of the pharmaceutical industry was discovered.
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Sammanfattning

Lakemedelsindustrin sarskiljer sig fran de flesta andra industrier. Den ar hogt re-
glerad och paverkas darmed av ett flertal intressenter. Att komma fram till ett nytt
lakemedel ar en lang och kostsam process for lakemedelsforetagen. Alla produkter
far inte ett marknadsgodkdnnande och kan dérmed inte siljas, och det ar inte heller
sikert att en potentiell produkt far alla kliniska faser godkénda. Detta leder till en
okad press pa de produkter som val far ett godkdnnande nar det kommer till den
tankta forsaljningen. Produkten behdver inte enbart ta igen dess egna kostnad utan
aven delar av kostnaden fran de produkter som aldrig far séljas. Dérmed &r det
viktigt fran foretagens sida att genomféra en bra lansering av produkten for att fa
en god forsaljning. I denna studie har vi tittat ndrmare pa vad de ar som paverkar
sjalva lanseringen, bade positivt och negativt. Detta for att se vilka mojligheter
det finns till en forandring i lanseringsprocessen for att potentiellt oka forsaljningen
ytterligare. Rapporten fokuserar dven pa att fa in ett framtidsperspektiv i bilden.
Detta genom att se vad som kan komma att fordndras inom de narmaste 5 aren som

har mojlighet att paverka lanseringar for likemedelsforetagen.

For att kunna titta narmare pa hur foretagen sjalva kan paverka, samt hur de idag
genomfor sina lanseringar, genomfordes 10 intervjuer pa 9 foretag. Intervjuerna var
med personer involverade i lanseringsprocessen pa foretag som hade lanserat en pro-
dukt de senaste aren. Genom att analysera intervjuerna med hjilp av grundad teori
kom vi fram till gemensamma teman for en generell lansering. Foretagen anvénder
sig utav tvarfunktionella team under lanseringsprocessen déar overgripande strategier
fas fran det internationella huvudkontoret. Det ar viktigt att verkligen forsta sin
produkt och dess vérde, samt att identifiera sitt marknadssegment. Intervjuerna
gav ocksa insikten att foretagen ofta besitter kunskaperna for att genomfoéra bra
lanseringar, men att det kan vara en resursfraga om en lansering uppnar sin fulla
potential. Regleringarna for ett likemedel ar ett komplext system och det ar vik-
tigt med en god forstaelse for detta system. Som en del av detta system lédggs det
stor vikt pa att fa en subventionering fran TLV eller en positiv rekommendation
fran NT-radet. En outnyttjad potential kring anvandandet av processer sasom hori-

zon scanning for att optimera sin lansering i ett tidigt skede kunde ocksa identifieras.
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For att fa ett helhetsperspektiv genomfordes dven 6 intervjuer med parter som inte
var lakemedelsforetag. Detta for att validera resultatet fran foretagsintervjuerna. Till
att borja med ar betalarna for lakemedel véldigt heterogena, vilket bidrar till kom-
plexiteten i systemet som hanterar lakemedel. Myndigheterna ar éppna for diskus-
sioner med foretagen, men de ser helst att kontakten initieras fran foretagens sida.
Ett framtidsperspektiv som delas med foretagen ar oron kring att stadsbidraget till
regionerna for likemedelskostnader skulle generaliseras, utan att indexeras, vilket
kan framja en ojamlik vard. De externa parterna behover dven vara redo att folja
den utveckling som sker tekniskt idag. Denna utveckling leder till mer specifika
lakemedel for mindre patientgrupper och ibland utan att fullstindiga kliniska data
finns att tillga. For att inte begrédnsa tillgangen for nya ldkemedel i Sverige behovs
system som ar redo att hantera denna nya utveckling. Darmed okar ocksa vikten
av tillgangen till data och aven modeller for att hantera denna, kallat real world
evidence. Med de nya liakemedlen foljer d&ven nya kringtekniker, sasom diagnos-
tikverktyg, samt andra kringtjanster. Kringtjansterna ar nagot som blir allt van-
ligare. Detta leder till en fordndring i industrin som gor att den gar mot ett mer
tjanstebaserat utbud, med ldkemedlet i centrum. Ett exempel pa en kringtjanst ar

exempelvis SMS-paminnelser till patienten nar de ska ta sina tabletter.

Lakemedelslanseringar ar ett viktigt d&mne att lyfta for att ge en okad forstaelse
for hur tillgangligheten av ldkemedel paverkas. I denna studie har vi fatt en inblick i
vilka svarigheter som finns och kan darifran ga vidare med att se hur svarigheterna
kan minimeras. En mer djupgaende studie kring industrins externa intressenter hade

varit intressant, men det ar nagot som framtida studier far genomfora.
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Abbreviations

Alphabetical list of abbreviations used in the report.

EC European Commission
EM A European Medicines Agency
H A Health technology assessment
LIF oo Swedish Association of the Pharmaceutical Industry
MPA Swedish Medical Products Agency
N A S New active substance
NP New pharmaceutical launch
RWE Real world evidence
TLV o The Dental and Pharmaceutical Benefits Agency






Glossary
Drug

Highly regulated
market

LIF

MPA

NAS

A substance that causes a physiological effect when in-
troduced to a biological system.

”A market over which government bodies or, less com-
monly, industry or labor groups, exert a level of over-
sight and control.” (Kenton, 2017).

The Swedish Association of the Pharmaceutical Indus-
try (Lakemedelsindustriforeningen) is a trade associa-
tion for the pharmaceutical industry in Sweden that
performs research. The organisation represents approx-
imately 90 members and associate companies whom are
responsible for about 80% of the total pharmaceutical
sales within Sweden. Their mission is to represent their
members in questions regarding authorities, organisa-
tion, and decision-makers. As well as keeping up to
date with the development within the industry and thus
influence basis and framework for the members activity
in Sweden.

The Swedish Medical Production Agency is an authority
with the primary responsibility of enhancing the health
of people and animals.

Refers to a new active substance. It is defined by the
European Commission (EC)(2019) as ”a chemical sub-
stance not previously authorised as a medicinal product
in the Union” or "an isomer, mixture of isomers, a com-
plex or derivative or salt of a chemical substance pre-
viously authorised as a medicinal product in the Union
but significantly differing in properties with regard to
safety and efficacy from that chemical substance previ-
ously authorised”.



NPL

NT-council

Pharmaceutical

Pharmaceutical

committees

RWE

TLV

Refers to a new pharmaceutical launch, as in when a new
active substance (NAS) is introduced to a new market.
The council for new therapeutics is a group consisting
of experts from the different regions in Sweden. They
mainly give recommendations regarding the use of new
requisition drugs, and operate under the same basis as
TLV.

An active substance used as a medicine with the right
doses.

Regional committees that are required by Swedish law
(SEF'S 1996:1157). Their purpose is to help the regional
healthcare system to establish a reliable and rational
usage of pharmaceuticals.

Real-world evidence can be described as the clinical evi-
dence that the usage of a medical product might produce
in terms of risk/benefit analysis. This analysis can be
done in different study formats and using different mod-
els, but uses clinical data, Real-world data, to come to
a conclusion (FDA, 2019).

The Dental and Pharmaceutical Benefit Agency is the
authority that makes decisions regarding subsidisation
of pharmaceuticals as well as dental care and medical
devices.



1 Introduction

The pharmaceutical industry is an important part of the health care system in Swe-
den. In 2017, its contribution to the Swedish GDP was about 0.7% (LIF 2019a, The
World Bank 2018). Therefore, the continued growth of the industry is a topic of in-
terest. The industry is constantly changing and developing, and to be able to present
the best available healthcare it is important to continue adopting new innovations.
New innovations keep expanding the lifespan of people and save lives. The industry
is part of a highly regulated market, and in Sweden, a part of a complex value-based
healthcare system. The Swedish pharmaceutical market is small compared to other
markets, globally and within Europe, which makes it important to keep companies

interested in launching new pharmaceuticals in Sweden.

In Sweden 40% of the volume of pharmaceuticals used today, excluding over-the-
counter product, were launched over 40 years ago (Gustafsson & Troein, 2018). A
failure in increasing the uptake of new pharmaceuticals would mean that patients
will not have the best possible healthcare available to them. The production of a new
pharmaceutical is both time consuming and comes with a high cost. Returning a
good profit of new pharmaceuticals is hard, and according to research in the United
States half of the new pharmaceutical launches (NPL:s) does not meet the expected
revenue (Natanek et al. 2017). It has been shown that the most important time for
a pharmaceutical launch is the first six months of sales (Murch et al. 2017) as that
time-span heavily affects the product’s continued growth. This makes it important
for companies to focus on the pharmaceutical launch and the strategies surrounding
it.

Getting a successful launch can be challenging, though. Multiple factors need to
be considered that require specialised knowledge (Valid Insight, 2017) and future
pharmaceutical launches need to be clever and differentiated in their marketing ap-
proach to reach success (Chierchia et al. 2013). Studies have shown that companies
who are more satisfied with their sales tend to use newer marketing models and
techniques (Mahajan & Wind, 1992), in regards to a general product launch. The
same might be the case for the pharmaceutical industry. The research on this area



is limited for the pharmaceutical industry, especially when looking at the Swedish
market in particular. Thus, it is of interest to look further into how the pharmaceu-
tical companies perform their launches in Sweden and identify which factors in this
process are the most critical.

1.1 Purpose Statement

The purpose with this study is to find factors among stakeholders in the pharmaceu-

tical industry that affect the launch process of a new pharmaceutical.

The report discuss how launches within the highly regulated pharmaceutical in-
dustry might evolve and differentiate within the next 5 years. The results presented
will aid the discussion around how to increase the adoption of diffusion in a highly
regulated market, such as the pharmaceutical industry in Sweden. The goal of an
improved launch process for pharmaceuticals would improve the quality of treatment
for patients in the Swedish healthcare system. This would be achieved by opening
up for an increased use of the latest technological advances in medicine. The project
is also performed in collaboration with IQVTIA.

1.2 Project focus

The project will be carried out by analysing how an effective product launch in the
pharmaceutical industry is performed and joining it with theoretical backgrounds
for such strategies. The study will look into what factors, both internally at phar-
maceutical companies and external factors such as political ones, have an affect on
a new product launch. How the industry launches new pharmaceuticals today, and
possible influences that might change the effectiveness of this strategy in the near
future, will be discussed. To ensure that the study keeps the right focus three re-
search questions are specified below. These questions focuses on a company’s view
of important launch factors, how external stakeholders might affect a launch, and
how current developments in the industry might change these factors in the coming
years. The questions are formulated as:



e What are the frequent challenges for pharmaceutical companies when launching

new treatments in Sweden?

e How do Swedish governmental stakeholders affect the launch climate for phar-

maceuticals?

e What political and technological changes to the industry might affect the
Swedish launch landscape in the near future?

Semi-structured interviews are used to answer the stated research questions seen
above. Pharmaceutical companies have been interviewed as well as governmental
stakeholders (that might affect the external factors). This primary data is compared
and contrasted with secondary data sources to answer the purpose statement.

1.3 Delimitations

The project’s scope is limited in time, spanning 21st of January 2019 to 24th of
May 2019. This will ultimately result in a limitation in how much resources can
be put on different topics covered in the report. The research only discusses the
project specifications in regards to NPL:s in Sweden. The focus is on pharmaceuticals
containing a new active substance (NAS) according to the European Commission

(EC). Generic and biosimilar pharmaceuticals are thereby excluded.



2 Aninsight into the pharmaceutical industry

The pharmaceutical industry is ever-changing. New innovative ways of treating and
managing diseases are constantly being developed. There is no wonder that funda-
mental changes to the industry have occurred in the past. Technological advances in
biotechnology during the 1980s-1990s changed the research focus of pharmaceutical
companies. In 1993, major pharmaceutical companies had one third of R&D-projects
based on biotechnology. In 1980 that number was only two percent (Landau et al.
1999). This was a clear paradigm shift in the industry, and the complexity of re-
search increased as a result of this transition from traditional organic chemistry to
biotechnology (Au, 2014).

Today a new paradigm shift have been identified. The reason for this is the emer-
gence of personalised medicine. Personalised healthcare focuses on preventing, and
not only treating patients, something that is different from the traditional generalised
treatment plans. As with the paradigm shift in the 80s- and 90s, new technologies
in the market are the reason for this. A patient’s genome and its environment can
today be analysed and compared to other patients, tailoring treatments to an indi-
vidual (GlobalData Healthcare, 2017). This approach of personalised medicine is as
of yet mostly associated with oncology, with CAR-T cells being an example of this
(Maciejko et al. 2017).

Fundamental changes to a market causes inevitable challenges for the players on
the market. For the pharmaceutical companies, personalised medicine means further
specialisation of the product, with smaller patient groups as target segments. The
challenge then becomes to get the expected return on investment from extensive
R&D without raising prices for these treatments (Faulkner et al. 2012).

More advanced therapies and an increased specialisation of the products creates a
more complex launch climate. These more complex products needs to be understood
by the users, targeting the right, smaller, and patient group becomes more critical.
Shifting technologies in an industry also means that supporting services needs to

be in place to handle the new kinds of products that appear. If these do not exist,



the companies need to work with such issues as well during the launch of a product
that might need additional diagnostic tools, other treatment guidelines, or any other
infrastructure or education efforts that might not be in place.

2.1 A highly regulated market

In Europe, a framework exists governing how a pharmaceutical product can be sold
and marketed. This framework also requires monitoring of negative side effects a
product might have, and defines how severe these can be and still be allowed to be
sold (EC, 2017). Such regulations on a market affects the pricing of pharmaceuticals,
and ultimately their sales (Schulenburg et al. 2011). The pharmaceutical industry is
a highly regulated industry (Jekunen 2014, Beemsterboer 2003), therefore an under-
standing of these regulations is important to begin discussing general topics in the
market at large. This regulations has an impact on how the launches can proceed,
what the companies are allowed to do and is therefore of interest to mention in this

study.

"A requlated market is a market over which government bodies or, less commonly,

industry or labour groups, exert a level of oversight and control” - Kenton, 2017.

2.1.1 Regulations in practice: Drug approval

It can take a pharmaceutical 15 years to go from R&D to its first sales. In general,
this development cost is between 10-15 billion SEK (LIF, 2019b). The process is
divided into separate sections with varying time-spans, as seen in figure [} Starting
with pre-clinical studies, screening for substances with good potential, the one(s)
most likely to reach the market (and return a profit). A pharmaceutical has high
safety requirements and substances with severe side effects or low clinical effects
are screened out (LIF, 2019b). To continue with clinical trials an approval from a
regulatory agency is needed for that specific substance (Lakemedelsutveckling - FASS
Allménhet, 2017). After a pharmaceutical product reaches the market the companies
have a responsibility of monitoring for any long term side effects that turns out (LIF,
2019b).
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Figure 1: How a drug reaches the market, from screening for substances of interest, to market
approval and monitoring the drug on the market. Adapted from LIF (2019b).

To receive a market approval in Europe, stating that the pharmaceutical in question
is allowed to be sold and used, an application to the European Medicines Agency
(EMA) have to be filed. EMA acts as a coordinator between pharmaceutical compa-
nies, national regulatory agencies (in Sweden, the Medical Products Agency (MPA)),
and the European Commission (EC) (Dunder, 2016). EMA coordinates the job of
evaluating the product together with the national regulatory agencies, ensuring that
it has a desired therapeutic effect, and acceptable side-effects (Janusinfo, 2018a).
The EC is then the one approving the pharmaceutical for market approval. The way
this procedure is handled can vary, and within the EU two different regulatory paths
are possible for a pharmaceutical to go through, with the end result being a market
approval (EMA, 2018). One path is called the centralised procedure, where a single
application is filed with EMA, and where a market approval in the end would be
valid in all EU countries. Most new medicines for human use are processed through
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the centralised procedure (EMA, 2018). If the pharmaceutical do contain a NAS for
a specific indication, is considered to be significantly innovative, or is considered to
be in the public health interest at the EU level, they are required to go through the
centralised procedure.

If it is not required to be handled by the centralised procedure the pharmaceuti-
cal must go through the national procedure. Here, the request for market approval is
sent to one or more national regulatory agencies. If a national agency approves the
market authorisation, other EU member states can recognise that decision as well,
making it valid in those countries too. This is called the mutual-recognition proce-
dure. A pharmaceutical can also be processed and authorised by several EU member
states at once, which would be called a decentralised procedure (EMA, 2018).

2.1.2 The Swedish reimbursement process

In Sweden, the state can reimburse the regional counties, those responsible for
the healthcare costs, for prescription pharmaceuticals that have been deemed cost-
effective by the Dental and Pharmaceuticals Benefits Agency (TLV) (Glenngard,
2019). This is part of a healthcare-system based upon the value-based healthcare
approach, something that Sweden is one of a few countries in the world to implement
(The Economist Intelligence unit, 2019). The Swedish agency for health technology
assessment and assessment of social services (SBU) defines value-based healthcare as
an overarching framework with the purpose of giving the patient the best possible
outcome in relationship to the resources being used (SBU, 2018).

The regions in Sweden have initiated a collaboration for the introduction of phar-
maceuticals (nationellt ordnat inférande). The purpose of this process it to give
equal and cost-effective healthcare in Sweden (Janusinfo, 2018b). An overview of
the procedure can be seen in figure [§ The NT-council decides whether or not a
pharmaceutical is to be handled by the cooperation procedure (Second step in fig-
ure . The degree of cooperation is described by three levels: one, two and three,
which can be described as high, medium and low level of cooperation respectively.
High level of cooperation is described by figure [ excluding the dashed arrow, while
the medium level follows a similar path with the exclusion of the introduction and

monitoring protocols, see dashed arrow in figure [ If the NT-council decides upon
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cooperation level three, the lowest, it goes through a decentralised introduction that
is driven locally in each of the regions (Swedish Agency for Health and Care Services
Analysis, 2017).

Requsition

Reimbursement * ?
(application
required)

Figure 2: A schematic overview of the cooperation procedure for the introduction of pharmaceuticals
in Sweden (Nationellt ordnat inférande). The process is dependant on the type of pharmaceutical,
and the payer of a products is ultimately the regions. Adapted from Brostcancerféreningarnas
riksorganisation (2017) and Swedish Agency for Health and Care Services Analysis (2017).

2.1.3 Marketing regulations in Sweden

According to Swedish law it is not allowed to advertise a pharmaceutical before it has
received regulatory approval. When an approval is received, a prescription product
can still not be marketed towards children, or the general public, with an exception
for vaccines. Marketing efforts are only allowed to be targeted towards professionals
that are allowed to prescribe pharmaceuticals (MPA, 2016). There are also restric-
tions affecting what advertisements can include. The information in the marketing
needs to be precise and understandable for the target audience. This is different com-
pared to the marketing regulations in for example the United States (US). Where it is
legal to advertise prescription pharmaceutical directly to the patient (Ventola, 2011).
In the US, it is also common to give out free samples and other gifts to influence

12



a physician’s decisions (Connors, 2009). The restrictions set on the pharmaceutical
market in Sweden tries to reduce the possible personal gains or opinions getting in
the way of healthcare professionals prescribing the best possible pharmaceutical for
their patients in any given situation.

These regulations on marketing can limit the use of otherwise common marketing
strategies. Pharmaceutical companies have been reprimanded for using superlatives
and wrongful time-estimates in their communication to the public (Brink, 2017). One
company got fined for posting information that was regarded as marketing towards
the public on social media (Walleskér, 2019). Using digital channels such as social
media or blogs also requires a pharmaceutical company to identify possible reports
of side-effects from their products on such channels, and report them to the proper
authorities (LIF, 2017). This would mean that resources have to monitor such pos-
sible marketing channels if those exists, ensuring that any report gets documented.

Since more resources are required for every additional channel of communication
compared to other industries, this could be a constraint in how many channels of
communication are deemed possible to maintain for a company. And in every one
of these channels of communication, bold, attention grabbing, communication might

risk subjugating the company to fines for wrongful marketing of their product.
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3 Factors affecting a product launch

This study looks into the pharmaceutical industry from a perspective of product
launches. The intent of this section is to build a foundation from which the original
data for this study can be analysed upon. In this study, theoretical models such as
PESTEL can be applied. Also, the discussion regarding adoption and diffusion of

innovations is relevant.

3.1 Knowing the surrounding environment

PESTEL is a method used to analyse the marketing environment at an external
level from different angles. It is an extension of the PEST analysis, and often used in
combination with both Porter’s five forces as well as SWOT-analysis (PESTEL Anal-
ysis, 2016). The abbreviation stands for "Political, Economic, Social, Technological,
Environmental, and Legal factors”, where the "Environmental” and "Legal” factors
are the extensions of PEST (Bates & McGrath, 2013). Political factors review what
influence governments have on the industry of interest. The economic factors are in
regards to how companies manage their business and the profit they make, which
can fluctuate with inflation and economic growth. Social factors are dependent on
where a company operates and what demographics are present, but also what norms
and values there are as a result. Technological factors refer to the impact of tech-
nological innovations, R&D, and how it affects the industry. Environmental factors
reviews the surrounding environmental effects of a market. This particular factor
is getting more important as the awareness of climate changes is increasing. Legal
factors include all the laws that may affect the company, and discusses the situation
created from that (Bates & McGrath, 2013). The impact of each factor will vary
depending on which industry the model is used in. The PESTEL analysis is good to
use in decision making to create an understanding for the market position. In the
context of launching a new product, these factors need to be taken into consideration
when evaluating a product.

PESTEL can therefore serve as a framework for different viewpoints which are taken

into consideration in the analysis of data. Ensuring that all viewpoints are covered
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gives a more nuanced conclusion that falls at a lesser risk of missing a key part of
a problem. In this report, only one viewpoint in the PESTEL-framework will be
excluded, which is the "Environmental” factor. This factor does play a big part
in the regulation of pharmaceutical development, but is not a critical factor when
reviewing the launch of a finished product. Given the current societal focus on the
environment though, it is not far-fetched to assume that such a factor might become
more important when looking at the launch of a pharmaceutical in the future, even
if it is not covered in this report.

3.2 Adoption and diffusion of innovations

When studying the launch process of a product, the process of adoption becomes
relevant to take into consideration. This is important since the goal of a launch is
to optimise the initial adoption, and thus the continued adoption of the product.
The process of adoption has been studied and built upon from before Everett M.
Rogers first published his work ”Diffusion of Innovations” in 1963, which further-
more established the field by broadening its applications. The theories that have
been developed include adoption both on a macro- and micro level of scale, and is
applicable in countless areas of research. When studying the process of adoption,
the term innovation appears as a keyword. Innovation being an invention that has
been commercialised and adopted by an user. Technological innovation is often clas-
sified in two categories: radical, and incremental. Radical innovation is a shift in the
dominant design, whereas incremental innovation is small changes in the dominant
design that furthers the development of a product, or process. A process innovation
referring to an organisations algorithms for improving effectiveness or efficiency of
production (Schilling, 2016).

When considering the adoption of a new pharmaceutical product the ideal situa-
tion would be one where the innovativeness and cost-effectiveness would decide the
adoption of the new product. But since the efficacy and safety of new pharmaceu-
ticals are often not fully understood until after a market introduction, this is not
feasible. Also, complications arise due to the small improvements on new pharma-

ceuticals when compared to their older market counterparts (Alexander et al. 2011),
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complicating the evaluation even further. Differences in when a company decided to
launch a new pharmaceutical product is also a launch success factor, which is not
easily understood or evaluated. An effect of this that not only the new innovative
products are the ones that succeed on the market, as well as some product not being
adopted by the market. Therefore it is of interest to further explore what factors are

important when looking at the adoption of new pharmaceuticals.

3.3 Being successful with a new product launch

In previous literature several key factors have been identified when planning a suc-
cessful launch of an innovative product. Di Benedetto (1999) found a strong correla-
tion between a successful launch and two key factors in their study of key factors in
product launch. One was the utilisation of multidisciplinary teams within decision
making groups of the launch process. Also, a strong correlation was found between
beginning the logistics planning early in the process and a successful outcome. The
perception of superior marketing research, sales force, distribution promotion, R&D
as well as engineering was also found to be correlated. Related to the previous state-
ment, a correlation was also found between the quality of selling efforts, advertise-
ment, as well as technical support, and the success of a product launch. Moreover, it
was shown that utilising market research such as market testing, customer feedback,
and advertisement testing within the launch process was vital for a positive outcome.

Other essential key factor that was found to be important in the launch process
is timing. Factors to take into consideration when assessing launch timing are the
timing relative to business unit goals, competitors, customers, different logistics and
marketing channel cooperation and coordination, and execution of promotion in
regards to a specific marketing channel and the sale of the launched product (Di
Bendetto 1999, Schilling 2016).

It has also been shown that a product launch’s financial success is dependent on
structured launch objectives, well-positioned products in the target market, and
good market segmentation (Talke & Hultink, 2010). These traits are in line with

the STP-approach of target segmentation, where segmentation, targeting, and po-
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sitioning of a product is done in a structured manner (Kotler et al. 2017). Also, a
company’s corporate mindset has been argued to be an influence regarding market
success. The specific mindset required is then argued as being one of risk-taking
with ambitious objectives, together with the above mentioned use of segmentation
and positioning techniques. Introducing ways to internally reward and encourage a
high-risk behaviour from employees at a company can therefore be seen as an effec-
tive method of increasing the odds of a successful launch (Talke & Hultink, 2010).

Hultink & Atuahene-Gima (2000) used a moderated regression analysis to correlate
positive sales figures with market volatility, internal marketing of a new product,
and outcome based control over the launch process. A schematic overview of the
independent variables explored is shown in figure [3

Sales Controls
Behaviour Control (+) Market Volatility (+)
Outcome Control (+)

Sales Force

Product sl

Performance

Adoption (+)

Supervisory Factors
Internal Marketing (+)

Trust (-)
Training (+)
Field Attention (+)

Figure 3: Schematic view of the independent variables explored by Hultink & Atuahene-Gima
(2000). Ttalic variables had a significant effect on the sales performance, and the net effect is shown
with +/-.
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3.4 New pharmaceutical launches

Once a potential pharmaceutical has gone through the approval process, it can be
argued that the product has been launched. A launch can also been seen as once
the product reaches the patients, after it has been handled by the reimbursement
and/or introduction processes at place. But the launch process starts before this
with both the planning and other pre-approval activities, such as patent planning,
actively working with horizon scanning initiatives, and starting the reimbursement
process for example. Another unique launch aspect of pharmaceuticals is that a
previously approved drug may get new indications introduced. This means that it
can be argued that each new indication results in a new launch as well, furthermore

complicating the definition of a pharmaceutical launch.

In the pharmaceutical industry it is possible to have a monopoly on a new prod-
uct due to patent protection laws (Taylor, 2016). This makes time-to-market, and
the planning and successful implementation of launch operations, a critical part of
pharmaceutical companies strategic planning since patents expire a set time after

the patent is filed and approved (Hansen & Grunow, 2015).

Patent protection is an important factor for innovation in the industry and therefore
allows for diffusion of new technologies (Gawel, 2016). This is the case since patents
in the pharmaceutical industry often cover the whole product, compared to other
industries where they often only cover a small component of said product (Lehman,
2003). Lehman (2003) also states that while in other industries a product can be
kept a secret up until the launch of a product, a pharmaceutical product have to
disclose its technical details a long time prior to the actual launch of the product,
which makes the filing of a patents occur before the launch of the product. The time
on the market before a patent expires is therefore less for a pharmaceutical product
than other products, making recuperating sales a more time-sensitive process.

Decreasing the time for projected sales can dramatically improve the attractiveness

of that product from both an economic and a strategic point of view for a company
(Robey & David, 2016). A strategy for the launch process which is optimised has
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been suggested as a prerequisite for a successful pharmaceutical launch in emerg-
ing markets such as the Chinese pharmaceutical sector (Ching Gu & Burns, 2016).
Furthermore, adapting the launch process plan to handle regional factors such as co-
operation with non-governmental organisations have been suggested as a successful
strategy in certain parts of Africa (Mukku et al. 2016).

A 2015 study in Finland suggested that the most important factors when optimis-
ing the strategy of an NPL had to do with a well-grounded pricing policy and a
good marketing plan with the intention of accelerating and achieving customer ac-
ceptance of the new product (Matikainen et al. 2015). Involving key opinion leaders
early in the launch process to increase interest of the product and incite information
diffusion of the product also aids in achieving this (Matikainen et al. 2015). In
the Swedish NPL-landscape, it has been indicated that a company’s ability to al-
low decision-making from its employees in an autonomous and innovative way, with
clearly defined objectives as a guiding tool, has been a successful sales force manage-
ment technique for NPL:s (Fraenkel et al. 2016). Autonomy and allowing innovation
from company employees increases the variables to be considered in a launch and
could therefore be seen as an increase in risk-taking, thereby strengthening the indi-

cations of a risk-taking behaviour as positive for increased market performance.

Chierchia et al. (2013) states that launch success is dependent on having a de-
tailed work plan of activities and deadlines to perform before a launch. Finding 3 to
5 key factors within the launch process in which one outperforms the competitors,
and establishing a multidisciplinary team is also important. Lastly, launch success

is dependant on the development of a winning corporate culture.

Another way of looking at doing a rigorous groundwork before a launch is the use of
that groundwork for controlling uncertainty. Uncertainty management has its roots
in risk management. The need for a broader perspective has caused shift in the focus
from risk management, towards uncertainty management. This broader perspective
has shown to improve project performance. Uncertainty management is about not
only managing threats, opportunities, and implications but also about identifying

and managing the sources of uncertainty. Focus then lays on identifying where and
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why uncertainty is relevant, and where it can be ignored (Ward & Chapman, 2003).

Uncertainty is often managed through all the stages of a project, conception to sup-
port, in product life cycle model, and has to be kept in consideration for a success.
Areas of uncertainty include: variability of estimate of project parameters, basis of
estimates of project parameters, design and logistics, objectives and priorities, and
the relationship between project parties (Ward & Chapman, 2003). Thus by plan-
ning the operational, financial and strategic processes in a product launch project,
positive effects on the net results can be achieved (Hanlon 2015, Chierchia et al.
2013).

3.5 Political initiatives innovating the pharmaceutical market

There are several projects which are conducted within Europe, the Nordics, and
Sweden that may affect the market development in the coming years. This is also
true for political efforts aiming to catalyse the adoption of innovative therapeutics.
The following sections describes a selection of these initiatives which might affect
the Swedish pharmaceutical market in the coming years. One such initiative is an
effort to early detect upcoming pharmaceutical products to better prepare for their

arrival. This initiative is called horizon scanning.

3.5.1 Horizon Scanning

By working to detect early developments in technology for a research area, horizon
scanning is a method used for finding possible future solutions to some kind of issue
at hand. This is often done by desk research in all varieties by reading reports on
the topic, searching the Internet, and talking to experts in the field. Successful im-
plementations of horizon scanning might give a lead in the strategy planning of the
future of that area (OECD, 2019).

In the field of healthcare, horizon scanning has been implemented in several countries
to identify and prioritise potential future technologies, including emerging pharma-
ceuticals. This is done so that policy makers ahead of time can be informed about
the costs of future treatment options and their impact on the patient care. It also

facilitates early planning of introduction of new pharmaceuticals, or used to grant
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such technologies early access to the market (Lepage-Nefkens et al. 2017). World
Health Organisation (WHO) suggests that since future technologies might impact
the budget of a given healthcare sector, horizon scanning works as a way to forecast
best practices and analyse safety concerns to such emerging technologies before they
reach the market (WHO, 2015).

Internationally there is a collaborative effort in EuroScan, an association that gath-
ers interested parties with the mission of being a network for sharing information
about innovative technologies in the health sector (EuroScan, 2019). In Sweden this
function is performed by the Region of Véstra Gotaland, the Region of Ostergdtland,
Stockholm County Council and the Region of Skane in a collaborative effort under the
name Fyrlansgruppen (Sveriges Kommuner och Landsting (SKL), 2018a). In Swe-
den, continuous documentation on new pharmaceuticals are gathered, after which
an expert in the group evaluate these findings and choose candidates to present for
possible approval on the market based on a number of criterion (Swedish Agency for
Health and Care Services Analysis, 2016). Between 2014 and 2018, 48 new pharma-
ceuticals were given a report and presented for further evaluation of approval (SKL,
2019). Horizon scanning also serves as the starting point for regions cooperation

procedure (see figure .

As a tool for early evaluation of new products coming to the market, horizon scan-
ning initiatives are one of the earlier assessments governmental authorities do on a
product. It is not far-fetched to conclude that this assessment can lay the foundation
for the general opinion of the product among key opinion leaders, affecting how the

product eventually will be received when it reaches the market.

3.5.2 Collaborations

One of the challenges with new pharmaceuticals is to make sure it comes to Sweden
in a reasonable time after it was first launched (Gustafsson & Troein, 2018). One
attempt to reduce the time it takes and make sure the patients will have access to
pharmaceuticals is in co-operations between countries. Sweden is involved in one
such collaboration with a few other Nordic countries, and another collaboration with
other EU countries.
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FINOSE

FINOSE is a collaboration between the regulatory medicines agencies in Norway
and Finland, and the Swedish Dental and Pharmaceutical Benefits Agency (TLV).
Norway, Finland, and Sweden all uses the same evaluation method of looking at
health- and economic effects that a new pharmaceutical brings to the society. The
collaboration is a result thereof, and is used when considering a new pharmaceutical
for approval of a nationally subsidised price (TLV, 2018a). Therefore, a company
with a new pharmaceutical can send in an application for reimbursement to one of
these agencies, after which the three agencies divide the application between one
another, make separate analysis of the application, and later share their evaluation
between each other. This makes the process for the application go faster and has the
potential of making a new pharmaceutical reach the patient faster (FINOSE, 2018a).
The application can be sent in before a drug approval is received, making the process
even more time-efficient (TLV, 2018b).

EUnetHTA

European Network For Health Technology Assessment (EUnetHTA) is a collabora-
tion for health technology assessments (HTA) in Europe. The aim with the collabo-
ration is to get a more efficient sharing of information between countries in Europe
regarding disease prevention and health care (EUnetHTA, 2018). HTA work with
evaluation of health technologies which politicians turn to in their decision making
process (Kristensen et al. 2009). This collaboration aims to minimise the differences
in knowledge between the European countries.

3.5.3 Future Political Changes

The system regarding pricing and subventions of pharmaceutical drugs in Sweden
was in 2016 deemed too complex when managing the current national healthcare
system. A directive from the Swedish Ministry of Health and Social Affairs in-
structed an investigator to look into how the cost structure between the counties
and the state were like. Also, how subventions and costs of pharmaceutical drugs
for the public healthcare system should be handled going forward (SOU dir.2016:95).

Since public policy might change how the strategies surrounding the process of an
NPL are done, analysing this report for a potential future impact on the area might
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be of interest. Also, understanding the viewpoints of stakeholders within the indus-
try covered by this report is of interest, seeing as it is a major political investigation
of the pharmaceutical industry. Understanding different stakeholders’ views on this
investigation would also indicate what is likely to change in the future, with the basis
in the final report from the investigation.

The investigation conducted by Toivo Heinsoo looking into the pricing of pharmaceu-
tical drugs in Sweden was handed over to the Ministry of Health and Social Affairs
in early January 2019 (Government Offices of Sweden, 2019), with some parts that
might impact future strategic decisions regarding an NPL. The following section is

a summary over that investigation.

The Toivo Heinsoo Investigation

The investigation suggests a possible change from the current system of regional
Drug and Therapeutics Committees as well as the New Therapies Council to a sin-
gle county-common governmental office, Likemedelsradet (National Pharmaceutical
Council) (Swedish Ministry of Health and Social Affairs, 2018). This meaning, recom-
mendations of new and old pharmaceuticals should be done by only Likemedelsradet
(Swedish Ministry of Health and Social Affairs, 2018). At present these recommenda-
tions are performed by a regional Drug and Therapeutics Committee in each different
county in Sweden (SKL, 2018b), and by the New Therapies Council (NT-radet) for
new pharmaceuticals (SKL, 2018c). This would mean that recommendations on
pharmaceuticals to physicians would be performed in whole on a national level, in-
stead of a regional one. The number of key opinion leaders at this level in a launch
process would therefore go down from the current 21 (SKL, 2018b) to just one. Out-
reach to key opinion leaders would be simplified with such a change, and at the same
time increasing the importance of influencing the opinion leader that would be the
new National Drug and Therapeutics Committees.

The investigation by Toivo Heinsoo also suggests a more dynamic pricing over time
for pharmaceuticals, where more resources would be given to TLV for renegotiating
pharmaceutical pricing, as well as allowing different pricing for the same pharmaceu-

tical used in monotherapies compared to combinations therapies (Swedish Ministry
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of Health and Social Affairs, 2018). In the final investigation, it is also discussed how
there is a need for subsidised advanced therapies, such as cell- and gene therapies.
And that this ought to be done through a long-term agreement between the counties
and state government (Swedish Ministry of Health and Social Affairs, 2018). This

will serve as an initiative to stimulate the uptake of innovations.

When looking at the consequences these potential political changes have on the
launch strategy of pharmaceuticals a couple of noticeable points of interest appear.
Flexibility in the pricing of a pharmaceutical depending on treatment area, or time
on the market, could mean that an NPL gets a greater degree of freedom regarding
the internal pricing strategy. A higher level of flexibility would also suggest an in-
creased complexity, since more potential pricing options could be available. When
the complexity of deciding the internal pricing would increase, more time and ef-
fort for dealing with this part of the launch would be required, potentially delaying
launches.

3.6 Summary

Many theories and methods have been considered as tools for the analysis of new
product launches for this report, such as the Ansoff matrix, statistical analysis of
sales data, and more. In the end, the theories and methods were ill-suited when
analysing a NPL for various reasons and thus not included in this thesis.

Of the theories used PESTEL serves as a framework describing the viewpoint that
have been analysed. Diffusion of innovation and the other sources on product launch
served as theory for how product reaches a market as well as how launches are per-
formed, in order to be compared during analysis. The section regarding political
initiatives takes the future aspect into consideration. Recently an investigation of
pharmaceuticals in Sweden by Toivo Heinsoo was presented which serves as a basis
for potential future changes. Several trans-national collaborations might have a big-
ger effect in the future and thus these are discussed to describe their potential impact.

The theoretical background developed before the finalised results in this report con-
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sidered pharmaceuticals as a product. This is of course the case for the industry.
But at the same time, an analysis of the results gave rise to the hypothesis that
the pharmaceutical industry have tendencies of servicification. Services surrounding
a core product is becoming an increasingly important part for the success of the
product launch. The theories surrounding this is not discussed in the section above.
Later discussions will take this into consideration.
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4 Methodology

To answer the specified research questions stated in section 1.2, a series of interviews
were conducted. Interviews were chosen to gather deeper knowledge about how com-
panies conduct their launches, and to identify possible challenges that can be averted
or solved. Thus a qualitative study was performed, with the aim to describe and
in different ways interpret a phenomenon in-depth. Interviews were also held with
other stakeholders to further understand the problems, and contrast them with the

company interviews.

The interviews were performed in semi-structured approach and were analysed us-
ing a form of grounded theory and abductive reasoning to reach a conclusion. A
qualitative analysis is distinct from a quantitative one, since a quantitative analy-
sis should always produce the same result if the exact same methodology is used.
With a qualitative analysis on the other hand, even if this criteria technically is still
true, it is harder to exactly reproduce the same study since human interpretations
of the data in every step of the process means that slight variations might occur
depending on who performs the study. The potential variables for error increases,
where a researchers background, own beliefs, social context, and many more complex
variables can affect the result slightly, even if the goal is to always be objective and
methodological.

4.1 Prestudy

In addition to the desk research performed during the background research a few
interviews were performed to validate information, as well as discuss the interview
questions. These were held with senior personnel at IQVIA. The interviewees had
several years experience in the Swedish pharmaceutical industry, and the interviews
consisted of questions about how an NPL is planned as well as what external stake-
holders are active in this process. The interviews together with the background
research served as a basis for what questions were asked to the pharmaceutical com-

panies, as well as a method for validating the relevance of the questions to be asked.

26



4.2 Interviews

There are some different ways to address an interview, qualitative data can be gath-
ered using semi- or unstructured interviews (Bryman & Bell, 2013). With a semi-
structured interview, the overall questions are prepared in advance but the way the
interview turns out can vary depending on the interviewee via the use of follow-up
questions and responses from the interviewer. In an unstructured interview, no for-
mal questions are prepared beforehand, and the interview is more like a conversation.
Another approach is structured interviews, the prepared questions are followed rig-
orously and might result in quantitative data from the respondents (Bryman & Bell,
2013). To make the interview more independent from prearranged questions but
still deliver answers to the problem of interest, a semi-structured approach to the
interviews was chosen for this project. This also increases the possibility of discov-
ering new insights into the problem formulations that might not have been thought
of beforehand.

The disadvantage with a semi-structured interviews is that they are a lot more de-
manding, both in time and workload, compared to a structured interview (Adams
2015). Advantages with this technique, though, are that the questions will give the
interviewee an opportunity to answer with their own interests in mind, and more
independently than with a completely structured approach. The semi-structured fo-
cus will make it clearer of whats important in the interviewees point of view because
of the flexibility (Bryman & Bell, 2013). For this project, the available man-hours
makes the benefits of conducting a semi-structured interview advantageous despite

the increased time-consumption.

The interviews conducted were all audio-recorded. This method was chosen to en-
able a reliable data source for the analysis of subsequent interviews. Notes were also
taken during each interview to allow for an initial analysis straight after an interview,
where the main themes and topics during the interview were reflected upon without

having to transcribe the interview.
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4.3 Who were the interviewees?

Interviewees of interest were chosen among pharmaceutical companies that gained
EMA approval for at least two NAS-pharmaceuticals between 2013-2017, and that
had available sales data in Sweden beginning at the earliest 2015, and before 2018.
The reasoning for having a cutoff-point of two NAS-pharmaceuticals were to focus
the interviews on companies that from this dataset had more experience with launch-
ing products, since restrictions in the number of interviews had to be made because
of time constraints on the project. To identify these companies of interest, a list
of products with NAS’ for that period was retrieved from the EMA. That list was
then cross-referenced with sales data for Sweden, provided by IQVIA. The union of
both these lists resulted in 75 products. For each of these 75 products, the company
marketing the product in Sweden was identified using the Swedish National Registry
for Pharmaceutical Products (NPL, 2019).

From this selection, 14 companies were identified as interesting entities for an in-
terview. Out of these, 9 companies accepted the invitation to participate. These
interviews ranged from 30 to 60 minutes, with the persons being interviewed hav-
ing roles in market access, commercial, and medical positions at the company. The
criteria was that the interviewees would in some way be involved in the launch pro-
cess. Two interviews were group interviews, with two and three people participating
respectively. At one company, two interviews took place, with two different persons.
Details on identified companies, and which of them that were interviewed is pre-
sented in table [J, in the Appendix A.1. All interviews were performed in Swedish.

All interviewees in the report are anonymous.

4.4 Grounded Theory

Analysis of qualitative data can be tricky as multiple methods are applicable to
the same data. To help, there are guidelines for different paths to take. One of
the most frequently used method is called grounded theory, described in figure [4
and was developed in the 1960s by Glaser and Strauss (1967). Bryman and Bell
(2013) describes four components of grounded theory called: theoretical sampling,
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theoretical saturation, data coding, and continuous comparison.

Research
Questions

Data Constant Saturated
Collection Comparison Categories

Concepts Modelling

Theoretical
Sampling

Theoretical
Model

Figure 4: The process of working with interviews and grounded theory. The learnings from each
process iterates on the previous process for the next stage of interviews, always adapting questions,
conclusions, and the proposed models, until saturation is reached and one theoretical model is
proposed. Adapted from Izvercian et al. (2016).

Theoretical sampling is an alternative to probability sampling, in which, instead of
allowing probability to determine the sampling focused attempt to gather informa-
tion is done. Glaser and Strauss (1967) argued that probability sampling is ill-suited
for qualitative aimed researched as they are built upon statistical criteria instead of
a theoretical criteria (Bryman & Bell, 2013). Another important aspect of grounded
theory is theoretical saturation. This is the principle that sampling continues until
no new relevant data appears in a category, and that the category has developed as
such that its dimensions, characteristics as well as variation is described. Also, re-
lationship between different categories should be established and validated (Bryman
& Bell, 2013).

Coding is the process in which data is broken into parts and categorised. Data,
which can be anything encountered by the researcher in grounded theory, is cate-
gorised in three forms, or "levels”: Open coding, axial coding, and selective coding.

e Open coding, is the process in which data is broken down, studied, compared,
conceptualised and categorised. The process produces codes that in turn can
be categorised.
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e Axial coding, is a set of procedures that structures categories by creating new
links in between them. This is performed by linking codes with their context,
consequences, causes, as well as patterns.

e Selective coding, is the process of selecting a core category (the central aspect
or problem from which the others can be related) and systematically relating
it to other categories. After relating them these relationships are validated and
categories are developed if needed.

Coding in qualitative analysis differs from quantitative in that it is not only a method
for handling data but the first step in generating theory, and starts after data col-
lection has begun (Bryman & Bell, 2013).

The last central concept of grounded theory is continuous comparisons. By util-
ising continuous comparisons, a process for linking and conceptualising data to their
codes and categories, central indications are not lost. This is performed by contin-
uously comparing the data to the theory and thus attention is drawn to differences
that appear in categories (Bryman & Bell, 2013).

A grounded theory approach makes it possible to build new theories based on the
collected data (Bryant, 2017), something that is of use in exploratory research, such
as this study. A semi-structured interview technique allows for constant comparisons
and development of the theory until a theoretical saturation is achieved, something
that is a characteristic of the grounded theory (Oktay, 2012).

4.5 How were the interviews analysed?

In this study, a grounded theory approach on the interview data was performed.
Continuous comparisons were made between the interviews by discussing and re-
viewing the notes taken during the interviews. Important topics and new insights
from each interview formed the basis for potential follow-up questions in the coming
ones. The prepared questions are presented in the Appendix A.2. The questions
defined so that the answers might give insight into the research questions present in

section 1.2. In summary these questions covered:
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e Basic information about the company and the interviewee
e How a launch in general is performed at the company

e Any examples of a successful and not successful launch in recent time at the
company, and why that was the result of those launches

e The interviewees point-of-view on what makes the pharmaceutical industry
unique, both when comparing countries to each other, and when comparing to
other industries.

e Their thoughts on what makes a launch successful, and any difficulties the

company usually faces when working with a launch

When all interviews were performed, each interview’s transcript was analysed. Cen-
tral concepts in the text were highlighted. This procedure was done twice, by different
persons, to identify the central parts of each transcript. In grounded theory, this is
referred to as selective coding (Bryman & Bell, 2013). A matrix was then created
with columns representing the prepared questions, and rows representing the answers
from each of the interviewees. Each cell was then populated by the answers to that
question from each interviewee, where the answers were a summary of all relevant
highlighted parts in the transcript. A concept of this matrix can be seen in table

Table 1: Matrix to organise the selectively coded transcripts. The overall question topics functions
as column headers, and each respondents answer is presented in the corresponding cell, based on
the selective coding of the transcript. Each respondent have their fragmented answers in one row.

Question 1 Question 2 Question ...  Question N
Company 1 Data/Concept
Company ... .
Company M Data/Concept

With the whole matrix filled, the contents of each column was compared, one-by-
one, where the key concepts from each column was summarised, now representing
the general conclusions from that column. These summarised columns were then
compared to each other to identify any overarching themes present throughout the
data. Common themes and subjects were deemed to be the concluding results for all

the interviews. This workflow is visualised in figure [4
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Rich Text Fragmented Text

Figure 5: The adapted method for coding the interviews. 150+ pages of transcripts were selec-
tively coded, by two persons. These coded parts were then fragmented and put in a matrix, from
which common concepts for each topic was extracted. These common topics formed the consensus
surrounding the overarching themes present in the interviews.

4.6 Validation or rejection of conclusions

The conclusions from the initial interviews were based solely on one type of stake-
holder’s views on the launching of new pharmaceuticals, the companies’ To get
another point of view on possible conclusions, another round of interviews were
performed. In these, representatives from TLV, the NT-Council, regional pharma-
ceutical committees, regional representatives, and LIF were interviewed. A total of
6 interviews were done, with representatives shown in table [q in the Appendix A.3.
These interviews were also semi-structured, and the prepared questions were based
on conclusions drawn from the first round of interviews. Each organisation in this
round of interviews are different in their role and function, so the prepared questions
could not be identical for all of them but was only altered slightly between each
interview to fit in with the organisation. These interviews were then analysed in the

same way as the interviews in round one, see section 4.5.
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4.7 The Responsibility of Research

One of the main stipulations when conducting research is that it should be done so
in an ethically defensible manner. This requirement is even a part of The Swedish
Higher Education Act (SFS 1993:100). A part of this is that considerations to so-
cietal values should be considered when doing research (Uppsala University, 2018).
Therefore, it is important to evaluate and discuss any research that is performed,
including this report. This way, insight might be given into how resources are allo-
cated when furthering the knowledge of mankind, and if this allocation of resources
are the most ethically viable. If not, one can always have a discussion regarding how
similar results might be produced but with a more stable grounds in ethics. Since
the discussion regarding ethics are a part of the Master Programme of Molecular
Biotechnology Engineering (Henriksson et al. 2017), it is only natural to include
a comment about the research in this report from an ethical standpoint, and what
thoughts it raises.

To begin with, the healthcare industry is more sensitive to ethical dilemmas than
most other industries in society. This is made clear, for example, by the presence
of a national Ethical Review Authority in Sweden, with the purpose of evaluating
and approving all tests done on humans, which would include clinical trials of new
pharmaceuticals. A consequentalist approach to which pharmaceuticals are worth
investing in is something that governmental agencies use to evaluate new pharma-
ceuticals entering the market (TLV, 2019). This also extends to all aspects of the use
of medicines in the healthcare system, where inappropriate use of a pharmaceutical
can impact a patient’s quality of care, as well as an economic waste (Moynihan et
al. 2002). From a governmental point-of-view, Sweden defines the obligation to be
as effective as possible with public funds in the existence of The Swedish Agency for
Public Management (2018), which purpose includes the evaluation and improvement
of the use of tax funds. Society has therefore defined an interest in an ethically sound
use of pharmaceuticals, with the goal of being as utilitarian as possible with the re-
sources at hand. As part of the society pharmaceutical companies and its affiliates in
Sweden operate in, it is therefore inferred that it is in those companies’ best interest
to adhere to an approach of utilitarianism.
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The question then arises; is it possible for companies to be socially responsible and at
the same time improving the economic end result? Porter & Kramer (2006) argues
that strategic implementation of corporate social responsibilities (CSR) can increase
a company’s long-term competitiveness and improve their public image by resonat-
ing with the local community. Social responsibility and future sustainability could
even be argued to be a part of a modern definition of economic well-being (King,
2008). An economic interest for companies to work with CSR, and to think of how
new research is conducted and presented, is therefore completely viable with the
underlying objective of a company creating value for its stakeholders. And from a
view oriented around strategic launch planning, effective CSR has been shown to
improve relationships with stakeholders (Min et al. 2017). The importance of social
responsibility is something that some of the largest pharmaceutical firms in the world
have easily accessible information about on their websites (Grantham et al. 2009).
Its also seen that younger generations say they are more likely to support and stay

loyal to a socially responsible business (Murray, 2018).

So how does this reflect on the research presented in this report? The report aims
to inform stakeholders in the pharmaceutical industry in how new pharmaceuticals
can reach a larger number of patients. Ethically, this is a legitimate purpose since
newer technologies probably will increase the quality of care for the patients. The
underlying definition on how a successful pharmaceutical launch is perceived could
be more in line with this purpose than the current one. In this report, a successful
launch is defined with a certain amount of sales in a limited time span, which only
evaluates the return of investment rate for the pharmaceutical companies. Instead
a successful launch could be defined as a new pharmaceutical reaching a certain
percentage of patients in need of this new therapy. The change in definition would
probably reach the same kind of conclusions as in this report, but would illuminate

the ethically beneficial actions of implementing some of the discussed strategies more.
If social conditions can be assumed to be improved by positive examples, it would be

in line with the theories of virtue ethics (Hursthouse & Pettigrove, 2018) to heavily

reflect on how to produce this report in a way that also becomes an example on that
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positive change. By including this part about the ethical dilemmas facing the phar-
maceutical industry, this responsibility could be considered to be, at least partially,
fulfilled.
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5 Summarised interviews - Stakeholder viewpoints

The results from the interviews is described in two parts. The common themes
identified by the method described in the workflow diagram, in figure [5 on page
B2 from the interviews with the pharmaceutical companies are categorised as the
internal point of view, together with LIF. Round two of interview consisted of the
six interviews conducted with stakeholders representing other organisations than
pharmaceutical companies. These interview (excluding LIF) are categorised as the
external point of view. These different rounds of interviews are compared both

individually and in tandem with each other.

5.1 Internal point of view

From the interviews with the companies, common themes were extracted. The fol-
lowing text summarises the general thoughts and comments of the interviewees. The
interview with LIF is described under a separate heading, since the interview is not
comparable with the pharmaceutical companies directly, being a different kind of

organisation.

The launch process

The local affiliates start planning the launch around two years before they get an
EMA approval for a product. The time might vary depending on if the product is
a first entrant or a me-too product. This also affects the main focus of the launch
process. With first entrants, the main focus is to get a good segmentation, to find
the right patient group, and to optimise the market positioning. The focus is also on
gathering knowledge and opinions on the product or patient group from key opinion
leaders, physicians, and other stakeholders. For a me-too product the main focus
is instead to differentiate the product, and understanding the value of the product
compared to other products already on the market. In this case the focus is more on
a commercial level than an access level. How to approach the launch is also deter-
mined by the therapeutic area; if it is a new one, or if it is an established one. New
therapeutic areas requires more groundwork in regards to market research to have

a successful launch. Most launches are managed by cross-functional teams, often
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involving roles as market access, medical and commercial. Other roles taking part

in the launch varies depending on where on the timeline the launch is currently at.

Overall launch strategies are given to the affiliate offices by their headquarters (HQ).
In most cases, HQ seem to understand that the Swedish market may differ from
others, regarding the value-based healthcare system. Therefore, the local affiliates
are free to adapt the strategies to the local market. In some cases the affiliates need
to negotiate and motivate why adaptations should be done. One key factor for HQ
is the product’s price. A high price can in some cases be difficult to motivate in
Swedish market because of the value-based pricing, creating an internal discussion
about the pricing between HQ and the affiliate.

Contact with external stakeholders

The first contact with the horizon scanning group is around 2 years before market
approval, and is one of the first external stakeholders to be involved in the launch.
The usage of this opportunity differed between interviewees, from seeing it as a good
kick-off for the launch team, to use it as an evaluation tool for the coming process.
The one seen as the most important external stakeholder is TLV. When applicable,
all of the interviewees sent in applications to TLV to get a reimbursement. One thing
that differed between the companies was the amount of discussion, or dialog, they
had with TLV. The interviewees viewed it as their responsibility to invite to these
discussions.

If the new product is a pharmaceutical for hospital use, a requisition pharmaceu-
tical, the NT-council is of interest, and an application is sent to them. Some contact
may be done directly with the county councils to get them to prepare their budget
for the new pharmaceuticals to come. A perceived problem with the governmental
stakeholders is that they are slow at adapting to current developments, especially
regarding orphan drugs and advanced therapeutics. Some interviewees mentioned
hardships in understanding how different governmental stakeholders evaluate an ap-
plication, with many mentioning N'T-council’s role as a pseudo-governmental agency
resulting in transparency problems.
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It is important to reach out to key opinion leaders to get their opinion and thoughts
about a specific product or therapy area. An extension of this is talking to physicians
to garner attention and to educate healthcare professionals about new pharmaceu-
ticals. Contact with patient organisations is maintained at most companies, and is
essential for spreading awareness on therapeutic area of interest. This contact is not
utilised as a tool in the launch process, though. The companies need to be aware
of when the different roles can communicate what information and towards whom,

since marketing laws regarding pharmaceuticals are strict.

Important

During the launch process some parts are seen as vital to keep in mind. Without
a well-defined positioning and mapping of the market the product will not succeed.
Secondly, a strategy that is easily understood and has a clear message makes it eas-
ier to engage and involve the whole organisation, optimising internal collaboration.
The product needs to have good credibility and healthcare professionals should know
how to use it. The company needs to have a deep understanding of the regulatory
framework to allow for flexibility during the launch. The interviews showed that this
understanding is not always present. Again, this plays into the fact that governmen-
tal stakeholders are regarded as lagging behind the industry. Governmental agencies’
methodology surrounding the evaluation of orphan drugs and advanced therapeutics
are seen as outdated, leading to a feeling of miss-communication between stakehold-
ers within the industry.

A rapidly changing pharmaceutical industry have brought up opinions that there
is a need to produce services alongside the pharmaceutical product. These satellite
services surrounding the core product are meant to inform patients and healthcare
professionals, aid in self-administration of drugs, or have other supporting effects for
the patient. Also, pharmaceuticals are today regarded more as a therapy program,
and not just as a treatment, it is a result of their increasing complexity. This leads the
industry towards more innovative thinking, the use of more creative solutions, as well
as new collaborations. Another technological aspect that is getting more important
for companies is the increasing availability of large datasets of different kinds. This is

also an increasing challenge, since the competency to use this available data is not al-
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ways present at pharmaceutical companies. The interviews, though, identified cases

where big data solutions have been applied as an innovative problem solving strategy.

Future

The industry is progressing towards being more patient-focused, strengthened by
the fact that patients today are more knowledgeable and can therefore be more de-
manding than previously. This correlates with the availability of data in Sweden, an
availability that has an unused potential at the moment. How this data is accessed,
and by whom, is something that will be a big talking point in the future, something

that is of interest to the pharmaceutical companies interviewed.

The interviewees got to comment on the Toivo Heinsoo report. They agree that
it is positive that the questions covered are brought up, facilitating discussion. They
hope that it will result in more transparency and a simpler system, in regards to
the NT-council turning into an agency. Generalising the states pharmaceutical re-
imbursement to the regions was not seen as positive. There appeared to be some
skepticism regarding how much of the investigation that would actually be imple-
mented due to the current political climate.

Swedish Association of the Pharmaceutical Industry (LIF)

During the interview with LIF one of the themes that could be identified were that
of cooperation and attitudes within the industry. In the current market access land-
scape the evaluation of the cost effectiveness of a product takes place at the same time
as the negotiations for it approval or recommendation. This leads to an uncertainty
in regards to what the driving factors are when evaluating new pharmaceuticals.
Whether or not decisions are made due to the additional health value of the ther-
apeutic, or budget driven constraints. The questions about pharmaceuticals can
be seen as non-political because it is steered by public officials, instead of politics
because of the complexity of many issues. In addition, the cooperation between
different governmental stakeholders is limited. Although the cooperation is limited,
an increase in trans-European cooperation have been seen. A challenge here is that
there are differences in how the authorities in these countries operate, and companies
think that this might be problematic if these differences are ignored.
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LIF largely works questions at large for the pharmaceutical industry, but there are
moments when the companies lack adherence to the principles that are developed
and instead only focus on succeeding with their launch. When asked about the future
and Toivo Heinsoo’s investigation, several topics were discussed. The investigation
was seen as ambiguous, with inconsistencies between the summarised propositions,
legislative text, and the report’s body text. Also, many had higher hopes for what
would be presented. There is also a worry that by generalising the reimbursement

for pharmaceuticals, that part of the healthcare system will eventually become un-
derfunded.

Some general challenges that the industry is facing are in regards to that innova-
tion within the sector is largely driven by the private sector. This have resulted
in a challenge where the knowledge-gap between the private and public sector is

increasing. Also, the uptake of new products is largely driven by the regions.

5.2 External point of view

Following the interviews with the pharmaceutical companies, other stakeholders par-
ticipate in the study. These interviews could not be summarised into common themes
the same way as the pharmaceutical companies was. Seeing as these were not as ho-
mogeneous as the company interviews, they are split into each stakeholder separately.

New Therapies Council (NT-council)

When the NT-council decides upon a new recommendation, it is communicated to
the separate regions by a representative from each region. When the information
reaches the regions it is up to them to act on it. Since the regions are heteroge-
neous, there is no mutual process for handling the recommendations the N'T-council
gives. Due to more specialised high-cost treatments, task forces for some new treat-
ments have been introduced (behandlingsrad). These work with patient selection on
high-cost treatments to assert that patients who need these high-cost treatments get
access to them. This work is done on a patient-by-patient basis.
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The council does not have discussions with individual companies. All communica-
tion with companies are formal in the form of the necessary communication during
an evaluation of a product. Questions of principle or general practises are instead
discussed with LIF. How to follow up the usage of a treatment is seen as a challenge,
referencing a lack of infrastructure in Sweden or a lack of resources to effectively do
such evaluations. Also, methods for analysing RWE are also uncertain. The NT-
council sees a need for collaborations between stakeholders to tackle these challenges.
The collaborations with patients are also increasing, with patient representatives as
a part of the council and other forms of patient cooperation being a focus.

Regional

From the regions there was clear that the smaller regions follow the bigger ones,
often copying decisions and actions. The decisions made in the regions are mainly
based on the information from TLV, NT-council, and other official governmental
sources. The pharmaceutical committees have a network called LOK, where all the
chairpersons of the pharmaceutical committees cooperate. This is the channel used
to discuss strategic decisions. There are collaborations between regions which co-
operates regarding the procurement of pharmaceuticals. Beyond that each region
forwards information regarding recommendations, strategies, or such, to interested
parties in the region (physicians, clinics). Larger regions have a more structured way
of reaching out with this type of information. A problem expressed is the increased
amount of delayed deliveries of pharmaceuticals. The regions can not be sure to get
all the supply they need, even when a contract exist. This leads to an uncertainty

which decreases credibility of the suppliers (companies).

When talking about the future, discussions taking place in the future can be be-
lieved to become more infected, as a result of patients possessing more knowledge
on specific topics, leading to more interest gathered in the media. The use of real
world evidence will need to show the real value according to the quality adjusted
life years (QALY), just as traditional evidence is presented. Regarding the Toivo
Heinsoo report, a positive attitude towards generalising the states pharmaceutical
reimbursement could be seen, as long as it gets indexed. Another general opinion is

the high probability of the N'T-council turning into a governmental agency, even if
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this makes their work more time-consuming.

The Dental and Pharmaceutical Benefits Agency (TLV)

The system with product of the month, where pharmacies have to substitute medicines
to the cheapest available generic competition, is viewed as an effective way of low-
ering pharmaceutical costs. This in turn frees up funds that can be used in cases

where new and innovative medicines have to be used.

Communication between TLV and other stakeholders are mainly done via their web-
site and through a newsletter. Regional representatives are also present at a meeting
once a month, as well as a monthly meeting with the N'T-council. Patient repre-
sentatives are part of their board, and meetings with patient groups of interest are
also held when necessary. Patient opinions leaders are valuable in giving their per-
spective on things, that later can be used when evaluating a pharmaceutical, that is
evaluated on two metrics: quality of life, and life expectancy. TLV is also involved
in trans-national cooperations. They are the one of the utmost contributor in EU-
netHTA. FINOSE is also looking out to be a project with good potential, with a
worst-case-scenario of at least making the time to evaluating a new application to

one of the members of FINOSE the same as the other partnering agencies’.

When talking about the companies handing in their applications to the agency,
larger companies are more used to the process and that could factor in how well
the application is written. In the end it has to do with how well the company can
express their product’s value. Evaluating RWE in these applications is something
TLV is trying to improve on, and pilot studies on this is on-going. This is also
something that TLV sees as getting more important. Scanning the horizon for new
pharmaceuticals is also a challenge, and here companies are a welcomed aid when
they communicate early what they have in their pipelines.

The large shift towards personalised medicine will make RWE, real-world data in
good databases, and models for using these increasingly important. Large amounts
of data going in a decision in the future will require analysis using artificial intelli-

gence, and technologies in information technology, medicine, and medical technology
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will merge even further, requiring new collaborations between stakeholders tasked
with evaluating and deciding upon such technologies. These collaborations that are
looking at the healthcare industry as a whole is today lacking and needs to be de-
veloped.

The current legislation does not consider pharmaceuticals different from each other.
New innovative and old medicines follows the same legislation, the same goes for
antibiotics or gene therapies. This causes problems when for example new gene ther-
apies having a large non-recurrent cost, and are thus not suited to the comparisions
that are made today.
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6 Reflections on the launch topic

Some common themes can be identified from all the interviews put together. Most
of what the pharmaceutical companies view as important and challenging are shared
with other stakeholders. Some critical themes are also only discussed by the com-
panies, but might impact the industry in a big way regardless. One of the themes
companies have discussed is covering the topic of servicification.

6.1 What do the interviews say?

Some common themes between the different stakeholders interviewed can be identi-
fied. Some of these themes are discussed below, where also the views of the pharma-

ceutical companies and other stakeholders are compared.

6.1.1 What is important for succeeding with your launch?

In order to be successful with the launch process, the following factors are the most
important according to the interviews performed. You need to have a clear position-
ing in the market, something argued by Talke & Hultink (2010) and Kotler et al.
(2017) as well. An understandable launch strategy, adopted to the Swedish market
is also seen as vital, just like previous literature had identified as an important fac-
tor in African countries (Mukku et al. 2016). In practice this means segmenting a
patient group with precision, targeting only the patients that can benefit the most
from the pharmaceutical. It also means keeping in mind how the Swedish system
differs from other countries and playing on these differences, while still maintaining
a simple executable plan for the launch.

Just as Lepage-Nefkens et al. (2017) suggests that horizon scanning can be used
by payers of pharmaceuticals as a planning tool, some companies represented in the
interviews saw the horizon scanning group as a good potential evaluation tool during
the launch, helping them in planning their subsequent strategy. Utilising this early
assessment tool to its full potential can therefore be in the companies’ best interest.

The industry is constantly changing and some future changes will require adapta-
tions from the companies. What have been seen is that the Swedish pharmaceutical
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market has an advantage due to the massive data that is available. Today’s society
is formed by an information driven era and therefore it is important to know how
to use the data that is available and keep innovating in this area. From the inter-
views the usage of new data models to handle aspects of the launch process, such as
health-economic modelling and clinical data evaluation, have been identified. This
might be an ongoing trend and will continue to increase in importance. Even in
a highly regulated market, such as the pharmaceutical industry, a trend that leans
toward big data and also products as a service can be seen. This might be driven by
the paradigm shift that is towards personalised healthcare (GlobalData Healthcare,
2017).

6.1.2 Two kinds of products - New entrants & me-too products

From the interviews it was clear that the strategy that one applied differed when
a product was a new entrant and when it was similar to previous products on the
market, a me-too product. When a company launched a product similar to others
on the market, in a market they were knowledgeable in the strategy was focused on
differentiating your own product over the other and more classical marketing than
market access.

While a first entrant launch focuses more on market research and/or developing
knowledge regarding your product on the market. Thus being more related to either
product development or diversification, depending on if the market can be seen as a
new one for the company or not. Most companies tended to keep their portfolio to

certain therapeutic areas, which can be seem as already established markets.

As most established companies are quite knowledgeable about the market (if re-
garded as a single market), as well that there are differences in therapeutic areas.
Then there are models, like the one put forth by Ahlawat, et. al (2013) in Beyond
the Storm, in which archetypes are categories by the perception of the therapeutic
area, as well as the differentiation of the pharmaceutical, which in turn forms the
strategy.
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6.1.3 What do the different stakeholders (dis)agree on?

The fact that the payers of the pharmaceuticals, the regions, are very heterogeneous
seems to be an opinion shared among both companies and other stakeholders. This
adds a complexity to the whole system, verifying the views of the Swedish government
in 2016 (SOU dir.2016:95). An interest in securing future financing for pharmaceuti-
cals via state reimbursement is also something most parties raised as a concern, even
though discrepancies in how the best way to move forward in this question deviated
between company representatives and other stakeholders.

The emergence of RWE is seen as a challenge for all parties in the industry. Here,
companies have shown initiatives in trying new models and methods and seem to
be further ahead than governmental stakeholders. Many companies regarded the
quality and availability of data in Sweden as an asset, something other interviews
have pointed out as well.

Both regional stakeholders and the N'T-council expressed a desire to enhance their
interaction with patient representatives. This furthers the importance of reaching
out to patient representatives for companies if these key opinion leaders’ position is
further strengthened in the future. Working with those opinion leaders is something

the companies are doing already, though.

6.2 Servicification of the industry

The analysis of the interviews in this report indicates that tendencies towards offer-
ing more services surrounding a core product can be seen. An increase in services,
that today are given away for free, could create new revenue sources for companies
that find ways to make someone pay for such services. Increasing surrounding ser-
vices and expecting the core product to pay for these is not sustainable, meaning
that sooner or later these services have to be paid for somehow. To develop such an
infrastructure, knowing how to create a management system for these services is a

key skill in the future.

Richard Normann (1983), proposes that innovation in service management systems
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depend on Social innovation, technical innovation, and reproduction innovation. So-
cial innovation is characterised by customer participation, distribution of roles in a

system, new connections, and new sources of human energy.

According to the results of this report’s study, involving physicians in the launch
process is regarded as essential to a pharmaceutical product’s success. Also, in the
pharmaceutical industry it is not entirely clear who should be defined as being a
customer; the physicians, or the patients. In the conducted interviews a trend can
be seen that there is an increased interest in discussing more with patient represen-

tatives, which would suggest the importance of both types of customer definitions.

The second round of interviews also identified a need for more movement, collab-
oration, between academia, industry, and the public sector, to be able to advance
research in the field of RWE for a successful future. This would be "new sources of
human energy”. Advancements in new technologies and personalised medicine also
means that an aspect of the role distribution in the system needs to be taken in
consideration. Diagnostics, treatment, follow up, and control systems surrounding a
patient will get further divided in the future, meaning this distribution will be of an

increasing importance.

Richard Normann (1983) states that reproduction innovation comes from three steps.
First, a few success factors for the service management system are identified, the sys-
tem’s "simple logic”. Next, methods for recreating these factors are identified, after
which the final step is to develop a support system that enables the reproduction of
this "simple logic”.

In the case of the pharmaceutical industry, if a pharmaceutical would be looked
at as part of a service package, there would be a need of identifying this "simple
logic” for a pharmaceutical to succeed. Ways to incorporate a new product in an
already existing network of satellite services would help in this regard. Creating an
ecosystem for a product to exist in is something that has been proposed by others
as a way of innovating in 2019 (Ringel et al. 2019), and is in-line with the idea of

customer focused system development (Normann, 1983).
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In the interviews from both pharmaceutical companies and other stakeholders, a
negative attitude towards the viewpoint of other stakeholders was often present,
even though as a whole most stakeholders came to the same type of conclusion on
a topic, regardless of whether they came from industry, state government, or re-
gional government. The image of these different stakeholders within the sector itself
might therefore be skewed, and a better cooperation between stakeholders might be
achieved with an improved image for all stakeholders towards each other.

Segmentation of patients, of the market, is critical according to the perspective
of the industry, as well is the emerging concept of having services surrounding a
product that might aid a patient, or healthcare professionals. Discussions by other
stakeholders regarding how to finance future pharmaceuticals, and how to segment
patients by evaluating which patients should receive which treatment, shines light at
the importance of reflecting over the delivery service of the product, the pharmaceu-

tical.

In ”Service management system” (Richard Normann, 1983), these concepts are sum-
marised in a model visualised in figure[f} Since many common factors exists between
this model and what can be argued for from this report’s research, this model could
be seen as a validation to the fact that part of the pharmaceutical industry might go
towards a servicification. Also in figure[d, the culture of a company is regarded as a
vital factor, something that Chierchia et al. (2013) proposed as an important factor
when looking at pharmaceutical launches. Having a culture that enables creative
thinking is also validated by (Fraenkel et al. 2016).
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philosophy

The Delivery
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The Image

Figure 6: Service management system visualised as an interaction between 5 parts. Image adopted
from Norman (1983, p.33-36)

6.3 Validity of the research

Theoretical saturation was not taken in consideration. as many interviews as pos-
sible were conducted in the given time frame. It is worth mentioning though that
common themes could be identified in all interviews in round one. Also, a majority of
the major pharmaceutical companies in Sweden were interviewed. Since there is no
certain way of defining when the data is considered to be saturated for an interview-
based approach, a good saturation can still be argued was achieved. This is because
one of the ways of defining a good saturation is when the same answers are start-
ing to appear in the interviews (Bryman & Bell, 2013), something that was observed.

The interviewees have all been seen as a representative for the entity (company/organisation)
they represented, even though most entities are only represented by a single indi-
vidual. This individual’s viewpoint of the questions asked might not represent the
common viewpoint of the whole entity, or be a good mean of all the people working
there, something to keep in mind. In tandem with other studies surrounding the
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subject, though, the external validity of the research conducted should be sufficient
regardless, though.

Furthermore, the authors of this report all have a background as engineering stu-
dents in biotechnology or chemical engineering. The discipline of engineering can be
viewed as using all tools necessary to solve a problem, both theoretical and practical
(Nair & Bulleit, 2019). The problems an engineer might feel comfortable with solv-
ing are often called puzzles (Udwadia, 1986), structured problems that can be taken
apart and tested for a solution. The contrast to these structured problems are called
ill-structured problems, and is characterised by having several possible solution, each
with their own strengths and weaknesses (SERC, 2018).

This report handles a subject of business development and strategy, of which no
definitive solution can be proposed. These types of problems are more akin to the
Social Sciences than traditional STEM research. Therefore, the authors for this re-
port might have a different viewpoint of how to solve the research questions proposed
than what might traditionally be expected from a report like this.
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7 Final remarks

To view the pharmaceutical industry as a service industry is not correct in a strict
sense. A pharmaceutical is in the end a product, with production lines and logistical
transports and the consumer using a physical product. But parts of what makes a
launch of such a product successful is in tandem with research regarding the service
industry, which might suggest that looking there for inspiration might be a recipe
for success. In this report there was no intent to validate this industry as a service
industry. Looking further into this phenomenon is a possibility though, and some-

thing that might be a topic for future research.

For a pharmaceutical launch to be successful, a few concepts that this report has
identified as important are:

e Internal communication: Have it being simple, concise, and engaging for all

company members

e Stakeholder utilisation: Know what is allowed, and maximize collaborative

efforts and discussions

e Usage of data: Know how to handle data, know what is available, and how

external stakeholders view such evidence

e Servicification: Extend the value-proposition using satellite services to enhance

perceived value, and improve relations with key opinion leaders

Utilising stakeholders to their full potential is something that many companies had
challenges with, especially looking at governmental stakeholders. This also means
that these governmental stakeholders affect the launch of a product in a major way,
something that the companiy interviews showed when talking about the importance

of getting a positive reimbursment /recommendation decision.
Also, concepts such as developing the cooperation between different stakeholders,

ensuring movements throughout the sector, and valuing innovation in general for

pharmaceuticals are not isolated conclusions from conversations with stakeholders
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from this report only. Government initiatives in the form of workshops have reached
similar conclusions in the past (Idéplattform for en stérkt svensk life science-sektor,
2014). An improved collaboration between industry and academia, different stake-
holders, have also been previously mentioned as a need for the sector (Vasco Adviser,
2019). This is also the case with the importance of RWE and the development re-
search on that front (FINOSE, 2018b). Ideas proposed in this report are therefore a
validation of the broader picture the industry seem to be in agreement of.
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A Interviews

Here additional information is presented that were used leading up to or during the

interviews.

A.1 Identified companies of interest

Table 2: Companies identified for interviews, in total 9 out of 14 companies participated in an
in-depth interview. On 3 occasions more than one person was interviewed at a single company.

Company Interview Note

Amgen Participated

AstraZeneca Declined

Biogen Participated

Boehringer Ingelheim Participated

Bristol-Myers Squibb Participated | Group interview, two persons
Eli Lilly Declined

Gilead No response

GlaxoSmithKline No response

Janssen-Cilag Participated

Merck, Sharpe & Dome | Participated

Novartis No response

Pfizer Participated

Roche Participated | Group interview, three persons
Sanofi Participated | Two interviews, different persons

A.2 Company interviews - Questions

The following questions (in Swedish) was used as a template during the semi-structured

interviews with the companies.

Introduction

e As a start, could you give a short introduction of the company? (Where is your
head office? How many employees do you have in Sweden? What therapeutic
areas do you focus on?)
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What is your role and responsibilities at the company?

How long have you worked here?

Generally about the launch process

In general, when does the company start planning the launch process of a new
pharmaceutical in Sweden?

During the planning as well as during the launch, what directives are received

from corporate headquarters?
Which roles at the company are included in the planning of the launch process?
Which roles carry out the launch?

What stakeholders do you focus your communication towards during the launch
process? Why? How? (TLV, new pharmaceutical council, physicians, regions,
other governmental stakeholders, patient representatives)

What was your latest new pharmaceutical launch?
How was that launch performed? What stages or processes were included?
Did you run into any problems?

Is there anything from this launch you take with you to future launches? Pos-
itive/Negative?

Are there any difficulties which are common during the launch of a new prod-
uct? What difficulties?

Successful and no successful launches

Can you recall any launch that were extraordinarily successful? Which was
that?

Did you do anything different then from your usual launch process?
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According to you, what made the launch so successful? (If the answer is "good
product”, ask if there is an example where the product was not extraordinary
by itself.)

e Can you recall any launch that ended up being not so successful? Which one?

Did you do anything different then from your usual launch process?

According to you, what made the launch fail?

General questions

e What is important to think about during the launch process of a new pharma-

ceutical?

e Do you think there is something unique to the pharmaceutical industry, com-

pared to other industries, when it comes to launching a new product? What?

e Do you think there is something unique with the Swedish market compared to
other countries? What?

A.3 Other interviews

Table 3: Interviews in "round two” and prestudy. In total ten persons participated, representing
seven stakeholders other than pharmaceutical companies.

Stakeholder Interview Note

Expert Participated | Senior expert at IQVIA
Expert Participated | Senior expert at IQVIA
Expert Participated | Senior expert at IQVIA
Expert Participated | Senior expert at IQVIA
LIF Participated | 2 persons

NT-council Participated

TLV Participated

Region of Gotland Participated | Pharmaceutical committee
Region of Kronoberg | Participated | Pharmaceutical department
Region of Stockholm | Participated
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