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Abstract

The author investigates how the clinical trial process affects innovation in phar-
maceutical start-up firms. A deductive qualitative case study methodology is uti-
lized to investigate three pharmaceutical start-up firms that are conducting late stage
(phase II or III) trials.

Key assumptions are that pharmaceutical start-ups must simultaneously pursue
exploration and exploitation in different domains while operating under the resource
constraints typical for start-up firms. Research identifies two key domains of am-
bidexterity, technology vs market, that are known from existing literature to have
conflicting demands.

Pharmaceutical firms were selected because the pharmaceutical industries lack
strong competitive market forces. Lack of strong competitive market forces are as-
sumed to reduce the exogenous sources of interference, making analysis of internal
factors easier.

Key findings are that early initiation of exploration in the market domain is criti-
cal for success in new product development among pharmaceutical firms. The more
innovative a product is, the more difficult and important early market exploration
becomes. Pursuit of balanced exploration and exploitation is also found to positively
moderate economic success in the investigated cases.

Previous research indicates that exploration in one domain will be balanced by
exploitation in other domains. Domain specific ambidexterity in pharmaceutical
start-ups is shown to differ from existing literature, as both exploration and exploita-
tion activities occurs simultaneously in multiple domains.

Keywords:
Innovation, pharmaceutical industries, life science, management, ambidexterity, do-
main specific, exploration, exploitation, learning.
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1 INTRODUCTION 3

1 Introduction

Pharmaceutical start-up firms operate in a strictly regulated environment where the clini-
cal trial process leading up to marketing approval of a treatment constrains start-up inno-
vation. This thesis investigates how pharmaceutical start-up firms can balance market vs
technology domains and maintain a simultaneous balance between the learning processes
that contribute to exploration vs exploitation.

Particularly for start-up firms, the clinical trial process is seen as a synthesis of all
the challenges of bringing a new technology to the market, making it appropriate for
investigation of innovation in clinical trial processes. Little work has been done looking
at the clinical trials process as an area of innovation.

On a general note, literature has shown that all start-ups have a limited probability of
survival compared to established firms(Freeman, Carroll, and Hannan 1983). The ’liabil-
ity of newness’ term was first coined by Stinchcombe (Stinchcombe 1965). Stinchcombe
argues that new organizations suffer from a variety of issues such as resource poverty,
insufficient partner networks and lack of legitimacy. It is generally accepted in literature
that these challenges are made even more difficult for technology firms (Nesheim 2000).
In contrast to established firms, typical start-up firm growth is also especially limited by
a lack of resources (Penrose 1995). All of these combine to create strategic hurdles that
necessitates a focus on firm survival rather than profitability (Graebner 2004).

The cost of new product development for pharmaceutical products has been estimated
to an average of 282 million USD for each successful treatment candidate (DiMasi,
Hansen, Grabowski, et al. 2003). While expensive, the bigger challenge is an industry-
wide low success rate of 9% (Hay et al. 2011) or less in clinical trials for new product
candidates. Other industry-specific issues are management of complex clinical trials pro-
cesses (Hara 2003), thirteen-year-long product development cycles (DiMasi, Feldman, et
al. 2010) and a regulatory environment that acts both as a market entry barrier and as a
limit on market size.

Problem Statement

All of the above challenges creates a start-up firm environment where the clinical trial
contains almost all the elements of success or failure, including innovative thinking in
core technologies, the execution of clinical trials and the market approach.

While it will be difficult for individual firms to overcome industry wide issues such as
high failure rates and difficulties of finding funding, a firm can still influence its own fate
through other mechanisms such as culture, leadership, partnerships or other similar “soft”
factors. Given the industrywide issues, start-up firms in particular have an increased need
to balance short term and long term considerations during the early start-up stages to
increase their survival odds and to safeguard their future economic potential.

The research started with a wide research question “What determines the success
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or failure in clinical trials for start-up pharmaceutical companies?”. Based on data
gathered through a pilot interview, relevant theoretical approaches in existing literature
were chosen and propositions generated from theory were tested on the gathered primary
source data.

Relevant theories in literature are ambidexterity theories that address how to reconcile
the paradoxical natures of the learning processes needed to deal with long term vs short
term considerations. Literature have shown that ambidextrous firms outperform other
firms (Gupta, K. G. Smith, and Shalley 2006; He and Wong 2004; Lubatkin et al. 2006)
and that ambidexterity challenges are relevant to the investigated cases.

This thesis addresses which feasible approaches for a pharmaceutical start-up will
enhance their odds of success by looking at the firms in the context of a clinical trial
process. The author extends the concept of domain specific ambidexterity by Rosenkopf
and Lavie (Lavie and Rosenkopf 2006) to include two domains, the Technology and Mar-
ket domains. Domain specific approaches to ambidexterity is shown to explain why the
transition from an initial technology focus to market focus remains a challenge for phar-
maceutical start-ups.

Structure of the Thesis

The thesis is structured based on Wilson’s recommendations (Wilson 2010). First, the
empirical context (see section 2, page 4 ) is introduced, followed by theoretical framework
(see section 3, page 8 ) . Within the theoretical framework, the propositions are presented
(see pages 14,17 and 17 ). Theoretical framework is followed by methodology (see section
4, page 17 ) and case study findings (see section 5, page 23 ) . Finally the thesis discussion
(see section 6, page 36 ) and overall conclusions (see section 7, page 41 ) are presented.

2 Empirical Context

In pharmaceutical industries the new product development process is subject to a strict
regulatory environment where governmental agencies grant or deny an permission to sell
and market a treatment. For a treatment to gain an market approval, the prospecting
medical treatment must first pass a carefully staged testing and documentation process
(clinical trial process) consisting of three main stages(phases).

2.1 The Clinical Trial Process

After the Thalidomide tragedy in 1961, the drug development and testing regimes became
strictly regulated by governmental agencies such as the US Food and Drug Administration
(FDA) and European Medicines Agency (EMA). Prior to the tragedy, regulatory approval
was given by default if no response from the US Federal Food and Drug Administra-
tion (FDA) was given within 30 days. After the tragedy, FDA approval has to be given
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explicitly (Kelsey 1988).
The FDA’s (and similar agencies’) main purpose is to protect public health, and these

regulatory agencies are involved with all three phases of clinical trials culminating in
a granting of a marketing approval (or rejection). Among the governmental agencies,
the FDA is considered the critical regulatory agency as approval grants access to the US
market and an FDA approval simplifies approval from other non-US agencies.

Initiating a clinical trial is done by the company but in practice all start-ups outsource
the trial execution to contract research organizations (CRO). Each phase of a clinical trial
is designed with feedback from and evaluated by a regulatory agency. Final evaluation
depends on a treatment’s safety profile, its clinical benefit and societal benefit as docu-
mented during the three phases.

Testing of medical and pharmaceutical treatments is divided into two categories called
’pre-clinical’ and ’clinical’ trials. All trials not conducted on humans are considered pre-
clinical trials. The clinical trials are divided into several phases, ’Phase I’, Phase II’,
’Phase III’. In addition there can be clinical trials occurring after final approval, often
called ’Phase IV’ trials. Of relevance for this thesis are the Phase I-III trials as these are
considered the biggest challenges for pharmaceutical start-up firms.

The success of each clinical trial phase is determined by how well each phase achieves
its predetermined ’End Points’ (EP), i.e. the clinical success criteria. These EP are es-
tablished by the beginning of a clinical trial and modifications are seldom possible after
initiation of a clinical trial phase. Secondly, a product that achieves its EP goals can
only gain permission to be marketed and sold on indications (diseases, conditions, patient
groups) that the trial EP were designed to test. So, while safety and benefits are a neces-
sary requirement for FDA approval, the choice of appropriate EPs have a profound impact
on the economic success as it defines the legally permissible target market (often called
having a ’label’ for that treatment application).

2.2 Off-label Sales and Orphan Drug Status

While having a ’label’ is critical, this does not preclude the possibility of market strategies
that utilizes off-label sales to generate profits. This is due to doctors being allowed to
prescribe drugs or treatments to patient groups not covered by the label. This is commonly
referred to as ’off-label’ sales in industry jargon, but companies are not permitted by
the FDA (or other agencies) to market such usage. One such example is the compound
Sildenafil that was originally developed to treat a rare heart problem. Sales of Sildenafil
skyrocketed when doctors started to prescribe it for erectile dysfunction. FDA required
Sildenafil to conduct new clinical trials to test for this application, but it took years before
the compound gained a label for erectile dysfunction under the trade-name Viagra (Sherr
et al. 2000).

The US Orphan Drugs Act (ODA) was passed in 1983, to reward firms for engaging
in R&D of treatments for rare ailments where no treatments are currently available. An
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ODA status provides a firm with additional legal anti-competitive protections by granting
market exclusivity for a number of years. While the ODA does spur R&D on rare diseases,
according to Yin et al (W. Yin et al. 2009) it also permits treatment development to target
initial small sub-populations within larger populations with the same medical condition,
as long as these sub-populations are narrowly defined to fall within the legal requirements
for an ODA status.

Off-label sales and ODA status are possible sources of revenue that start-ups can take
into consideration during the clinical trials process. However, to generate off-label sales
from an ODA requires at least a single approved product on the market, something that
few start-ups have. As such, the possibility of off-label sales and an ODA label can lower
the barriers of market entry but also serves to increase the complexities of how to conduct
a start-up’s first new product development process. For a start-up this added complexity
requires more long term planning (and managerial resources) without providing short
term revenues to offset the added resource burden.

2.3 Regulatory Market Barriers

Start-ups in these industries have limited resources to conduct clinical trials and have
to focus on developing a single product from their core technology. A pharmaceutical
start-up’s viability (both short and long term) as a for-profit entity is then contingent on
overcoming the market entry barrier that the clinical trial process represents. Usually a
start-up will out-license a finished (or almost finished) product to larger pharmaceutical
companies where revenues (royalties etc.) are contingent on a the treatment gaining a
final regulatory market approval.

While gaining an approval represents an market entry barrier, approval also defines
the market size and potential revenues. This is due to several regulatory requirements
for a final approval. Among the important requirements are a) a well defined patient
population, b) the new treatment must either show substantial improved medical benefits
or c) be equal to but more cost efficient compared to existing treatments.

Overcoming the market entry barriers and defining a profitable market size is then
not only a question of technology or just a clinical trial execution issue, because market
size, pricing and market demand is shaped by how the new product candidate’s market is
defined during the clinical trial process. That is to say, success in a clinical trials process
also requires a balanced focus between market and technology domain considerations.

2.4 Consequences of Trial Failure

Typically, the total cost of conducting clinical trials for one treatment are in the range of
180.2–322.4 million USD (with a 95% confidence interval) (DiMasi, Hansen, Grabowski,
et al. 2003). While a 2011 review by Morgan et al (Morgan et al. 2011) questioned the
transparency of 10 out of 13 published cost estimates, including DiMasi et al 2003 paper,
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this does not invalidate the use of DiMasi et al, as the more reliable transparent cost esti-
mates are still large (in the range of 113-206 million USD) and the estimated failure rates
by DiMasi et al (DiMasi, Feldman, et al. 2010) remain largely unchallenged. Industry an-
alysts Hay et al (Hay et al. 2011) reported at the US Biotechnology Industry Organization
conference 2011 that the clinical trial approval rate is 11% from phase I to III, and even
after having passed through all three main phases, gaining a final approval is only 80%
probable (a total approval rate of 9%). The average failure rate given by DiMasi et al (Di-
Masi, Feldman, et al. 2010) supports this estimate, though the majority of the treatment
classes described by DiMasi et al have even lower success rates, in the range of 3%-5%.
The discrepancy is due to a small number of treatment categories increasing the average
with success rates in the range of 15%.

Failure in the later stages is found to be particularly disastrous for two reasons from
a single start-up’s point-of-view. The later in the clinical trial process a phase fails, the
larger the loss of investment and the less time remaining to redo a trial before the firm
loses patent protection on their new product candidate. Urbig et al (Urbig et al. 2013)
show that bio-tech firms face a larger loss of shareholder trust after a failure in late clinical
trial stages than a failure in the early stages. Failure in early stages is on the other hand
somewhat expected, especially in phase I. According to DiMasi et al (DiMasi, Feldman,
et al. 2010), such failures are in some cases a deliberate part of the new clinical trial
process before continuing to the more expensive and difficult phase II and III.

2.5 Clinical Trial Model

For start-ups the typical development cycle (see figure 1 ) for the first product is initiated
by a scientific discovery; typically the discovery is made before the start-up is founded.
Pre-clinical research is then conducted to develop a new product candidate before the
clinical trial process is initiated. Approval is occasionally given contingent on a firm
performing additional post-approval clinical trials (phase IV trials). The average time-
frame for successful new product development is thirteen years from entering the pipeline
(pre-clinical) until gaining marketing approval (post-phase III) (DiMasi, Feldman, et al.
2010).

As previously mentioned, the core of a clinical trial process is the phases I, II and III,
usually described as a linear progression from I to III (see figure 1). However, in reality
the process is non-linear with multiple levels of feedback, according to Takuji Hara (Hara
2003) in his book ’Innovation in the Pharmaceutical Industry’.

Pre-

clinical
Phase I Phase II Phase III

Post-

authorization

Basic

Research

Figure 1: The clinical trial process

Takuji Hara identified four areas of interest as part of the clinical trials process; ’The
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shaping of the compound’, ’the shaping of the application’, ’the shaping of the organiza-
tional authorization’ and ’the shaping of the market’. Between each area there are mul-
tiple feedback cycles, supporting Hara’s argument that the linear model of technological
change is flawed in the context of pharmaceutical new product development.

With Hara in mind, each phase as seen in figure 1 will be viewed as rough mile-
stones rather than definite goal achievements. For example, failure in one milestone of
the trial cycle could set a firm back to any preceding milestones but also contribute crit-
ical information despite being a ’failure’. While the simplified model is often adequate,
the activities that support progression through a clinical trial process do not need to be
confined to one specific phase.

3 Theoretical Framework

3.1 Balancing Exploitation vs Exploration

As a consequence of resource limitations, high R&D costs and low probability of success,
the question of how to balance exploration vs exploitation activities becomes a critical
issue for pharmaceutical start-ups.

March(J. G. March 1991) introduces the notion that ambidexterity is not a question
of trade-off, but rather depends on the ability to simultaneously maintain paradoxical
thoughts. Ambidexterity theories then addresses the issues of simultaneous balancing be-
tween disparate activities. Some examples are such things as manufacturing efficiency
and flexibility (Adler, Goldoftas, and Levine 1999; Carlsson 1989), low-cost vs differ-
entiation strategies (Porter 1980; Porter 1996) or pursuing both incremental and radical
innovation (M. Tushman and OReilly 1996).

In the context of ambidextrous learning activities, exploitation activities are those
that refine existing knowledge or strengthen existing capabilities (J. G. March 1991). For
pharmaceutical start-ups, exploitation activities are related to how to keep a specific new
product candidate moving through the clinical trial process, e.g. refining technology, doc-
umenting the clinical process, maximizing the return from existing partnerships, building
the distribution and production capability to sell and market a product or maintaining the
relationship with an out-licensing partner.

Exploration activities are activities that involve acquiring knowledge outside existing
knowledge domains or acquiring new capabilities (J. G. March 1991). For pharmaceutical
start-ups exploration is related to determining what options are available from the technol-
ogy or the market, e.g. discovering new scientific mechanisms, identifying the conditions
that a new scientific technology could treat, identifying unmet market needs, identifying
potential out-licensing partners and learning how to approach possible strategic partners.
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3.2 Antecedents of Ambidextrous Learning Behavior

As development of pharmaceutical treatments are knowledge intensive activities, the essence
of a clinical trials process is all about learning; learning about the compound, learning
about the market, learning how to apply the compound, learning how to communicate its
value, and so forth.

Learning processes are found to not be without challenges, as research has shown that
prior learning activities lead to a ’Myopia of Learning’ (D. Levinthal and J. March 1993).
A prior learning process leads to accumulation of knowledge, but future experience is
then filtered and discarded when it does not fit with the existing knowledge. Nor does
learning automatically lead to novel knowledge (Levitt and J. March 1988) as it takes
effort to break out of existing patterns. Levitt and March (Levitt and J. March 1988) sug-
gest that learning processes are slow and lead to abrupt changes rather than incremental
changes (i.e. they are punctuated equilibriums). Nor is it trivial to switch between differ-
ent types of learning behaviors, as a study of vicarious group learning in pharmaceutical
in-licensing teams concludes that new groups learn by imperfect imitation and adaptation
of routines from other groups (Bresman 2013) rather than ’copy exactly’ routines.

The type of learning behavior also influences the balance of exploration vs exploita-
tion, rather than it being an absence of learning (Baum, Li, and Usher 2000). Given that
learning myopia increases the cost of switching between learning behaviors, it leads to
a tendency towards extremes with regards to exploration vs exploitation (Ghemawat and
Costa 1993). Ghemawat and Costa find that firms with exploration (exploitation) focus
tend to become better at the same, and the better they become at exploration (or exploita-
tion) the more difficult it is for them to relearn/learn the corresponding opposing activity.

The characteristics of the different learning types associated with exploration vs ex-
ploitation are as follows: Learning that supports exploitation is characterized by ’lo-
cal search’ activities (same geographic, same demographic, existing domain knowledge,
strengthen existing partnerships). Learning that supports exploration is characterized by
’long jump’ activities (new geographies, different demographic, new domain knowledge,
build new partnerships) (D. A. Levinthal 1997).

As part of learning feedback mechanisms, exploitation is further encouraged by ’sin-
gle loop’ learning where actions are modified by the difference between expected and
obtained outcomes. In contrast, exploration is further encouraged by ’Double loop’ learn-
ing where the initial assumptions and policies are reviewed (questioned) when differences
occur between expected and obtained outcomes(Argyris and Herbane 2005). Existing lit-
erature concludes that learning is an important factor when overcoming any ambidexterity
challenge.
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3.3 Technology and Market Domain Ambidexterity

While the learning differs between exploration and exploitation activities, initially such
learning was assumed in literature to not significantly differ between learning in different
domains; effectively, that the same cognitive processes occurred when conducting explo-
ration in for example the technology or the market domain.

While similar activities (exploration or exploitation) in different domains have many
similarities, there are also indications that a focus on the technology domain does not
alleviate a lack of market oriented focus (D. Ford and Ryan 1981). Nor does a market
oriented focus drive technological innovation; in fact a market oriented focus is found to
impede technological innovation, especially radical (Zhou, Yim, and Tse 2005) or dis-
ruptive innovations (Christensen and Bower 1996). While exploration (or exploitation)
within one domain have similarities with exploration (exploitation) in another domain,
the domain specific differences are non-trivial and have to be taken into account when
discussing new product development, especially so for start-up firms as they have little
initial experience on addressing the particular technological or market challenges created
by their core technology.

The notion of domain specific ambidexterity is introduced by Lavie and Rosenkopf
(Lavie and Rosenkopf 2006). Lavie and Rosenkopf identify conflicting conclusions in
existing literature on the connection between firm size and exploration/exploitation:

“Prior research on the antecedents of exploration and exploitation have pro-
duced inconsistent evidence because each study examined exploration and
exploitation within a single domain, disregarding the conflicting organiza-
tional pressures that influence learning in various domains.” -(Lavie and
Rosenkopf 2006)

For example, one empirical study finds that exploitation (at the cost of exploration) in-
creases with firm size (Rothaermel and Deeds 2004) while another empirical study finds
that exploration increases with firm size (Beckman, Haunschild, and Phillips 2004).

While Lavie and Rosenkopf uses an empirical study of alliance formation in the soft-
ware industries to provide empirical evidence for their theory, their concept of domain
specific ambidexterity is also applicable to internal (intra) firm factors. Based on this,
domain specific ambidexterity is extended to the pharmaceutical industries and used to
test for intra-firm factors.

3.4 Market Exploration Timing for Pharmaceutical Start-Ups

Since pharmaceutical start-ups are often initiated as a result of a scientific discovery, it is
assumed that a majority of firms have a primary focus on technology R&D, while more
market oriented activities enter the picture somewhat later. While this is not necessarily
always true, it is a reasonable assumption for a pharmaceutical start-up.
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DiMasi et al (DiMasi, Feldman, et al. 2010) report that the odds of successfully com-
pleting clinical trials increase when firms conduct multiple phase I trials. The possible
explanation for multiple phase I trials are that these trials are designed with the primary
goal of providing data rather than achieving the trial EPs needed to continue to phase II.

Pre-

clinical
Phase I Phase II Phase III

Post-

authorization

Basic

Research

Technology

Explo-

ration

Technology

Exploita-

tion

Market

Explo-

ration

Market

Exploita-

tion

Figure 2: Activities in a clinical trial process

Tying together the two assumptions for pharmaceutical start-ups allows development
of an preliminary model as depicted in figure 2. Bear in mind that this is a preliminary
model where the exact placement of activites remain subject to change depending on the
data gathered.

Drawing on learning behavior and the existence of learning barriers between activities,
it is reasonable to assume that the barriers to learning are lower when learning similar
activities between different domains (Technology vs. Market) or when learning disparate
activities within the same domains (see figure 3).
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Pre-

clinical
Phase I Phase II Phase III

Post-

authorization

Basic

Research

Technology

Explo-

ration

Technology

Exploita-

tion

Market

Explo-

ration

Market

Exploita-

tion

Technology vs Market Domains

Exploration
vs Exploitation

Activities

Figure 3: Barriers to transfer of firm focus is lowest within domains or between similar
activities

The rationale for the two assumptions are: while exploration (or exploitation) between
domains share similarities, the knowledge base they build upon differs. It is however intu-
itive that if people have personality traits (curiosity, ’outside-the-box thinking’) that make
them suited for exploration, such traits reduce the difficulties of acquiring knowledge in
previously unfamiliar domains. The same argument also applies to learning that supports
exploitation activities in new unfamiliar domains. It is then reasonable to assume the dif-
ficulties of learning exploration (or exploitation) within a new domain will be reduced if
a firm has retained within an existing domain its capabilities to do both exploration and
exploitation.

When operating within the same domain the end result of lower learning barriers re-
mains the same, but for different reasons. While switching between domains does not
build upon existing knowledge, remaining within a domain does. For example, if a per-
son’s prior focus has been on exploration, learning new behaviors that supports same
domain exploitation builds upon an existing knowledge base.

As a consequence of this, the lowest barriers to learning new behaviors exists between
similar behaviors (exploration <-> exploration, exploitation <-> exploitation) or within
a domain (technology <-> technology, market <-> market). Supporting the assumption
of lowered learning barrier both within and between domains are the prior findings that
high tech start-up firms who have a higher degree of market orientation (Kyriakopou-
los and Moorman 2004) and firms with ambidextrous founding teams (Beckman 2006)
outperform those who do not.

However, given that a product made by a pharmaceutical start-up is novel in a techno-
logical sense, there can be no perfect a-priori understanding about either the technologi-
cal or the market domain. Since start-up firms are resource constrained, there has to be
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a limited number of possible pathways that a typical pharmaceutical start-up can utilize
to reach the market. As such pharmaceutical start-ups are constrained to a trajectory as
depicted in figure 4 for several reasons.

Pre-

clinical
Phase I Phase II Phase III

Post-

authorization

Basic

Research

Technology

Explo-

ration

Technology

Exploita-

tion

Market

Explo-

ration

Market

Exploita-

tion

Step A

Step B

Step C

Figure 4: Firm focus of a typical pharmaceutical start-up

Firstly, the initial focus on technology ensures that most start-up firms emerge in the
’Technology Exploration’ quadrant. Then, resource demands of technology exploitation
will force most start-up firms to focus on the technological aspects of new product devel-
opment (step A, figure 4) during the initial stages. As a new product candidate matures
during the clinical trials stages, information gathering during technological exploration
and exploitation combines with stakeholder demand (shareholders, customers, regulatory
agencies, etc.) to trigger an increase in market orientation and subsequent market explo-
ration (step B, figure 4). After having identified possible market applications and leads,
this will then again trigger a increased focus on market exploitation to complete the new
product development process (step C,figure 4).

An industry perspective published in Nature biotechnology in 2011, Booth and Sale-
hizadeh (Booth and Salehizadeh 2011) argue that pharmaceutical start-up companies re-
quire a more hands-on investor approach and more concentrated bets compared with other
industries. Of great salience is Booth and Salehizadeh’s conclusion that;

“Although scientific and/or engineering failures can certainly plague some
technology deals, a far more common cause is market failure: the inability to
create and sustain a competitive advantage in a marketplace with a particular
technology- related product or service.”

Addressing market failure is then the critical factor when looking at how new product de-
velopment in a clinical trial process could succeed. Given the models discussed so far, the
increased market orientation will occur when a firm moves from technology exploitation
to market exploration (see step B in figure 4).
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Step B Modified

by:

Timing

of Market

Exploration

Possible

Ambidexterity

Strategies

Retention of

Exploration

Capability

Figure 5: Modifiers affecting Step B

The step from technological exploitation to market exploration will then be the logical
failure point when addressing market failure. As previously argued, the lowest barriers
to learning will be aligned within domains or between similar activities (exploration <->
exploration, etc). When going through ’step B’ (figure 5), a start-up firm will then have
to overcome a ’double learning curve’ in the sense that they have to learn within a new
domain (Technology -> Market) while simultaneously (re)learning exploration behavior
after a period of focus on exploitation.

Failure to address the ‘double learning curve’ can occur in multiple ways. Firstly,
failing to acquire knowledge within the new market domain will cause a firm to underes-
timate the market in relation to new product development. On the other hand, failing to
put sufficient emphasis on market exploration ensures that viable market (profit) oppor-
tunities are not identified. In both cases, a ‘myopia of learning’ will occur that hurt the
survival chances of a start-up firm.

Within the framework of ambidexterity theory, the solutions to the ’double learning
curve’ is to use approaches that balance the learning behaviors so as to support both ex-
ploration with exploitation. If done correctly, this will lower the difficulty of simultaneous
crossing within and between domains.

To complete a clinical trial process successfully requires at the least that a firm iden-
tifies one single viable market application/approach. While a single viable application
is sufficient, the more potential market application leads they can pursue before entering
market exploitation, the better their chances of identifying more profitable market appli-
cations. Since there can be a significant time duration between initiation and completion
of a clinical trial process, the somewhat easy solution is to pick any approach that re-
duces the time differences between technology exploration and market exploration. This
leads to Proposition 1: The earlier a pharmaceutical start-up firm engages in market
exploration, the more likely a clinical trial process leads to commercial success.
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While proposition 1 is simplistic and does not directly address ambidexterity chal-
lenges, it is utilized as a starting point for further investigation on what approaches to
ambidexterity are viable for pharmaceutical start-up firms.

3.5 Feasible Approaches to Ambidexterity for Pharmaceutical Start-

Ups

The simplest ambidexterity approach is to have none, namely the ’single focus’ approach
(Porter 1996; J. D. Ford and L. W. Ford 1994; Lewis 2000). In the case of pharmaceutical
start-ups, two reasons argues in favor of a single focus on exploration. Firstly, pharmaceu-
tical start-ups outsource the majority of technology oriented exploitation tasks in clinical
trials to Contract Research Organization (CRO). 90% of pharmaceutical firms (Hughes
2004) did some sort of outsourcing as part of their new product development. Secondly,
pharmaceutical start-ups more often than not utilize an out-licensing strategy for their
late stage products, so a licensing partner can take on the market oriented exploitation
activities. However, in reality firms can not avoid spending time and effort on technol-
ogy exploitation activities, because outsourcing runs afoul of the principal-agent when
outsourcing to CROs (Lovallo and Sibony 2006). Bryde (Bryde 2007) stresses that out-
sourcing any part of a clinical trial process requires constant effort to set up and manage.
Given that outsourcing of clinical trials requires management effort, a “pure” single focus
approach is not possible for pharmaceutical start-ups. (Unless of course a new product
candidate is outsourced before any clinical trials are conducted.) Discounting a single
focus approach for the vast majority of pharmaceutical start-ups, what are the remaining
approaches?

Temporal approaches (McDonough and Leifer 1983; Adler, Goldoftas, and Levine
1999; Duncan 1976) to ambidexterity involves putting current exploitation (or explo-
ration) activities on hold when pursuing the opposite exploration (exploitation) activity.
For example, in the context of pharmaceutical start-ups, if exploration becomes necessary,
any existing exploitation would be put on hold while pursuing the exploration opportu-
nity. However, a temporal approach is unfeasible for the same reason as a ’single focus’
approach, because management of an ongoing clinical trial process cannot be abandoned.

The remaining approaches all attempt to ensure that exploration and exploitation oc-
cur simultaneously within an firm. Structural approaches (J. R. Galbraith 2002; Drucker
1999; M. Tushman and OReilly 1996) to ambidexterity argue the need for a structural sep-
aration of exploration vs exploitation into different business units. While structural am-
bidexterity is clearly feasible in established firms, (Gibson and Birkinshaw 2004) points
out that this leads to an coordination cost (in managerial and financial terms) between the
business units, a burden that start-up firms seldom can afford.

The remaining two, task partitioning and contextual approaches, share many charac-
teristics and exist along the same continuum rather than directly oppose each other. The
task partitioning approach (Hedlund and Ridderstrale 1997; Adler, Goldoftas, and Levine
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1999) on ambidexterity means that one group takes on a more ’organic’ role while another
group has a more ’mechanistic’ role. By ’organic’, Hedlund and Adler meant situations
where information is ambigius in nature and evaluation of such information relies on tacit
(intuitive) knowledge. By ’mechanistic’ they meant situations where information evalu-
ation relies on explicit(rule based reason) knowledge. Task partitioning approaches are
characterized by multiple organizational structures within the same group, for example
a mix of hierarchical structures with flat structures where the different stuctures address
each of the different roles.

Contextual ambidexterity approaches (Gibson and Birkinshaw 2004) emphasize that
successful balance between exploration and exploitation could be driven by voluntary in-
dividual behavior rather than organizational structures. In contrast to task partitioning,
every employee is encouraged and expected to contribute to exploration and exploita-
tion regardless of what their main assignments are. As such, the role of organizational
structure, culture and leadership/management is not to formalize a structure, but rather to
reduce barriers for sharing of knowledge, enhance idea generation, encourage discussions
and make employees draw on their own personal external networks.

One notable indicator of contextual approaches to ambidexterity are the two traits,
’alignment’ and ’adaptability’ across an entire business unit(Gibson and Birkinshaw 2004).
Alignment means that people work towards the same goal, while adaptability is the capac-
ity to reconfigure activities to quickly address changes in the task environment. Contex-
tual ambidexterity occurs when individuals are encouraged to make their own judgments
about how to divide their time between the conflicting demands of alignment and adapt-
ability. (Duncan 1976; McDonough and Leifer 1983; M. Tushman and OReilly 1996)

To overcome the “double learning curve” challenge when going from technology ex-
ploitation to market exploration, the emphasis have to be on approaches that support ex-
ploration learning when entering new domains. Building in propositions 1, the logical
extension of minimizing separation between technology- and market- exploration would
be to use approaches that simultaneously balance exploration with exploitation activities
within the firm. Given the previous discussion on approaches to ambidexterity, pharma-
ceutical start-ups will then be constrained to utilize task partitioning or contextual ap-
proaches to overcome the ambidexterity challenge.
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Figure 6: Modifiers, independent- and dependent variables

This leads to Proposition 2: Utilizing a task partitioning or contextual approach
positively moderates the likelihood of a clinical trial process leading to a commercial
success for pharmaceutical start-ups.

Task partitioning delegates responsibility and execution of exploration activities to a
minority while the majority of the employees largely remains single focused. As such,
utilizing an task partitioning approach will not not fully encourage full utilization of the
resources available to a firm as it permits people to engage in a limited ’not invented here’
thinking (or more precisely, ’somebody else is taking care of it’ thinking).

In the case of pharmaceutical start-ups going through ’step B’, the challenge would be
in learning exploration. To maximize both search and sense-making in a small firm, all
levels of firm employees have to be engaged to encourage learning behavior and knowl-
edge flow that will enhance exploration within the new domain.

Contextual approaches to ambidexterity maximize exploration capability when cur-
rently pursuing exploitation, as every employee is encouraged and expected to engage
in both types of learning behavior. As such, firms using contextual approaches should
outperform firms utilizing task partitioning approaches.

This leads to Proposition 3:Utilization of a contextual approach has a greater positive
moderating effect than a task partitioning approach on the likelihood of a clinical trial
process leading to a commercial success.

4 Case Study Methodology

In the case of this thesis, a case study methodology is chosen to investigate multiple
firms currently engaged in clinical trials. Case study methodology is a qualitative method
best applied to answering “how?” and “why?” questions when looking at contemporary
events. It is important to keep in mind that the findings of a qualitative study cannot be
generalized, nor is this the goal of such research. The goal of case study research is not
to prove or disprove generalized assumptions about a population, but rather to generate
a more in-depth understanding of causation within the sample units or to generate new
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insights that are otherwise hard to generate from empirical data. (R. K. Yin 2008; R. K.
Yin 1981)

While quantitative research methodology has well established best practices grounded
in standardized statistical approaches, the same could not be said to exist for case study
methodologies. There are however some recommended best practices as described by Yin
(R. K. Yin 2008) and Eisenhardt (Eisenhardt 1989).

4.1 Case Study Approach

Eisenhardt (Eisenhardt 1989) recommended researchers to include elements of grounded
theory (Glaser and Strauss 1967) in deductive case study methodologies, meaning inter-
views are largely done prior to the development of propositions. However, having no pre-
conceived theory does not preclude the necessity of doing preparatory work. Both Yin and
Eisenhardt recommend that research question and interview protocols should be prepared
based on preexisting constructs found in existing literature. Furthermore, not having a
“theory to prove” also necessitates narrowing down the case sample to an manageable
size by using non-theoretical constructs. As Eisenhardt (Eisenhardt 1989) recommends,
prior to conducting interviews a research question is defined, with pre-defined depen-
dent variables, (innovation in.. , success/failure of..) and furthermore, the case sampling
criteria is also narrowly defined.

The desired case sample is defined to only include firms who fulfilled all of the criteria;
a) being heavily focused on R&D, b) having few (or none) prior products on the market
and c) currently conducting phase II or III clinical trials (see figure 7). In other words,
a sample population consisting of pharmaceutical start-up firms conducting phase II or
phase III clinical trials.
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Figure 7: Defined population sample from Research Question

The rationale behind the three sample criteria are as follows; criteria a) and b) select
for case firms who are both resource constrained and have most of their “eggs in one
basket” (i.e. pharmaceutical start-ups). Criteria c) ensures that each firm will have had
the time to build up experience with conducting clinical trials and would still retain such
knowledge in-house. While not part of the sampling criteria, the sample size is further
constrained by logistical/practical considerations to only include Norwegian firms.

To ensure that theory building and propositions will not be biased towards a single
case, a multi-case study is conducted. Multi-case studies are considered to be more reli-
able sources of insight as they permit a higher level of cross-pattern matching (R. K. Yin
2008; R. K. Yin 1981).

According to Yin (R. K. Yin 2008; R. K. Yin 1981), in multi-case studies each case
should be treated as separate experiments rather than individual samples. Yin cautions
that the usage of multiple case units in a multi-case study should not be confused with the
multi-unit sampling logic behind quantitative methodologies. Each case is to be treated
as separate experiments because all possible variables in each case cannot be compared
between cases, nor is the sample size large enough for the utilization of a random sample
approach.

Since sampling logic cannot not be applied to case studies, the goal of gaining an
deeper understand of causation can also be simplified with the right choice of cases.
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Eisenhardt (Eisenhardt 1989) recommends that cases should be further selected for an
emphasis on their differences and stark contrasts to aid in theory building. With contrast-
ing cases, the resulting propositions will be made easier to explain and exemplify. Equally
important, clearly articulated propositions grounded in real world examples will be easier
to test as hypotheses in future quantitative research.

4.2 Data Collection

Eisenhardt and Yin recommends utilizing multiple sampling methods such as interviews,
archival information, direct observation or internal documentation. Direct observation
was ruled out as too time consuming.

Accessing archival information and internal documentation from the cases was also
deemed to be unfeasible. Firstly, gaining access would require very high levels of trust
from the individual firms, internal documentation being an important part of the regulatory
fillings during clinical trials, making them highly sensitive with regards to competitors,
shareholders and stakeholder interests. Even if such information was made available in
the form of archival information, analyzing such data would be prohibitive due to the
sheer volume and complexity of the data utilized in clinical trials. As described by Pet-
tigrew(Pettigrew 1990) (when discussing case studies), there is an ever-present danger of
“death by data asphyxiation.”

A semi-structured interview method was chosen due to its balance between allowing
natural conversation flow and the need for a structured approach. As part of the semi-
structured interviews an interview protocol was developed a-priori. A draft interview
protocol was then tested with a pilot interview on a serial entrepreneur within the phar-
maceutical industry. Based on feedback from the entrepreneur the interview protocol was
revised before conducting further interviews. The interview protocol was then used with-
out alterations throughout all the interviews to ensure consistency (see Appendix). Yin
(R. K. Yin 2008; R. K. Yin 1981) cautions that an interview protocol is only intended for
the researcher and should be used as an rough guideline for conducting interviews. The
interview questions is presented as far as possible as open-ended questions as part of a
natural free-flowing conversation.

Given the sampling criteria and practical considerations the geographical location
for sampling was limited to Norway. Possible candidate firms were identified through
biotechnology trade associations memberships leading to seven possible candidate firms
that fulfill the sampling criteria. A letter of introduction (see Appendix) was prepared
before contacting each firm, as recommended by Yin (R. K. Yin 2008; R. K. Yin 1981).

Success/failure of clinical trials is an industry wide phenomena that is dealt with on
the level of each individual firm. To ensure that the unit-of-analysis is kept on a firm level,
multiple individuals within each firms were interviewed to reduce source bias.

All seven candidate firms were initially contacted by phone. During initial contact,
one firm was discovered to have been liquidated and remaining IP having been sold.
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A second firm responded that they did not currently conduct any clinical trials, nor did
they retain any staff with such experience. Among the remaining five candidates, three
firms responded positively, all respondents being headquartered in the Norwegian capital
region.

Given the existence of an nascent oncology industry cluster in the capital region, two
out of three respondents are in the field of oncology treatment. The third candidate is
in the field of cardiovascular treatment. From this point, the cases will be referred to as
Alpha, Beta and Gamma.

One pilot interview and seven primary source semi-structured interviews were con-
ducted. Only the seven primary sources were used as basis for case findings, discussion
and conclusions. Primary sources are all mid-level managers working daily within clin-
ical trial management and/or business development. All of the sources received a copy
of the signed letter of introduction and were promised anonymity before interviews were
conducted. Names (or individual identification) have been redacted or omitted from the
thesis. When sources requests quotation checking the source is given the option of reading
through quotations to verify its accuracy and that anonymity is preserved.

4.3 Data Analysis

To minimize interpretation bias a coding system was developed to analyze the collected
data. In an initial coding scheme, elements were selected based on the interview protocol.
After identifying promising elements from interviews to build theory upon, a new coding
scheme was developed based on ambidexterity theory and timing of the transition from
technology exploitation to market exploration.

Each case was then analyzed individually with relation to the new coding scheme.
Relating to timing of market exploration, activities are put into a time scale relative to the
clinical trial phases. Both initiation and completion timing are when possible noted down
to indicate if activities overlap both within and between domains.

With relation to ambidexterity, specific indicators known from existing literature are
used to rate the degree of firm ambidexterity and what type of approaches the firm utilizes
to deal with ambidexterity challenges.

Finally, a cross case analysis is done to compare cases and reach an overall conclusion
with relation to the propositions.

Ambidexterity coding scheme

Existing literature has identified several inter- and intra-firm indicators of ambidextrous
organizations. Since the collected data contained little information about inter-firm (part-
ners, contractors etc.) relations, intra-firm indicators are not utilized.

To determine the degree of ambidexterity in a firm, a set of intra-firm indicators are
chosen from literature. The selected indicators are: balance of ’transactional and transfor-
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mational’ leadership styles, mix of ’hierarchical and horizontal’ organizational structures,
degree of ’bottom-up, top-down and horizontal’ knowledge in-flow and levels of ’trust,
discipline, stretch and support’ firm culture (Gibson and Birkinshaw 2004).

First, the balance between transactional and transformational leadership styles is se-
lected for particularly, as leadership ability to utilize both styles are found to have a posi-
tive impact on firm performance (M. Tushman and OReilly 1996; W. K. Smith and M. L.
Tushman 2005).

Secondly, organizational structure, both formal and informal, plays a role as an in-
dicator of how ambidextrous a firm is. The more hierarchical the more exploitation fo-
cused (Burns and Stalker 1961), while the more horizontal the more exploration focused
(Duncan 1976). To be ambidextrous, a firm then has to balance between hierarchical and
horizontal structures (Adler, Goldoftas, and Levine 1999; Jansen, Van Den Bosch, and
Henk W Volberda 2005; Sheremata 2000).

Third, how knowledge flows between firm employees also provides an indicator of
how ambidextrous a firm is. Top-down knowledge flows (Egelhoff 1991; Schulz 2003)
and bottom-up data flow (Brady and Davies 2004; Sanchez and Heene 1997) supports
exploitation. Horizontal knowledge (J. Galbraith 1973; Subramaniam and Venkatraman
2001; Tsai 2001) and bottom-up knowledge (Burgelman 1983) flows supports exploration.
the difference between bottom-up data vs bottom-up knowledge is that data is unambigu-
ous in structure (e.g. spreadsheet numbers) while knowledge requires interpretation and is
ambiguous (e.g. the meaning of spreadsheet numbers). Ambidextrous firms should then
show high and balanced levels of information flow, indicating support for both exploration
and exploitation (Mom, Van den Bosch, and Henk W. Volberda 2007).

Finally, to differentiate between task partitioning approaches vs contextual approaches,
notable features of contextual approaches are included in the coding scheme. According
to Gibson and Birkinshaw, the notable features of contextual approaches are ’alignment
and adaptability’ across an entire business unit(Gibson and Birkinshaw 2004). To test for
these, Gibson and Birkinshaw have utilized known indicators of ambidexterity such as
signs of high levels of trust, discipline, stretch and support.

However, for contextual ambidexterity to be present, individual creativity and innova-
tion has to be encouraged throughout the whole organization. Such a firmwide balance
will only be possible in organizations with low power distance and high levels of individ-
ual autonomy. As such ’power distance’ and ’individual autonomy’ is utilized as control
indicators.
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Table 1

Ambidexterity Indicators
Leadership

Transactional
Transformational

Org. Structure
Hierarchical
Horizontal

Information flows
Top-down knowledge
Bottom-up data
Bottom-up knowledge
horizontal knowledge

Contextual Org.
trust
discipline
stretch
support

Control variables
Power distance
Individual autonomy

5 Case Study Findings

Names of sources have been altered. All source names are given the same initial letter
as the name given to the cases, Alpha, Beta and Gamma (e.g. Bob works in Beta, Aaron
works in Alpha, etc.).

5.1 Alpha Corporation Case

Interview subjects indicate that Alpha corporation have 30 (roughly) employees and that
the firm is heavily invested in R&D and new product development. Two mid-level man-
agers (Aaron and Adam) in Alpha are interviewed. Both have extensive experience man-
aging clinical trial processes at Alpha and at former workplaces. The firm has in total
three products on the market or in phase II/III. If referring to products, they will be named
chronologically as Alpha one, Alpha two and Alpha three. While no longer an early
start-up firm, the firm has not yet turned profitable despite out-licensing of Alpha one
generating some revenue.

The core technology of Alpha comes from a university hospital institution; the univer-
sity hospital were their first pilot customer and is a major shareholder in the firm. Initial
founders are scientists and medical practitioners with an background in academic or clin-
ical work. While the university hospital is a pilot customer, extensive external funding
was still needed to complete the clinical trial process of their first product, Alpha one.

The firm was created to commercialize technology developed at the university hospital
for in-house treatments. As such, the firm had an advantage in that some of the R&D
necessary for approval and commercialization had already been done on the Alpha one
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product when the firm was started. Alpha one generates enough revenue to support further
R&D but did not become an great commercial success.

According to Aaron (in hindsight), the Alpha one product had a somewhat unwieldy
procedure and caused patient pain; reimbursement schemes also favor existing treatments,
ensuring that potential customers (doctors/hospitals) are disincentivized to adopt the Al-
pha one product. The root cause for a mediocre commercial performance of Alpha one is
that the potential customers are not sufficiently engaged in the new product development.
Because the pilot customer had done extensive in-house testing of Alpha one the firm
was overoptimistic about the procedure being transferable to a larger commercial market.
Despite these issues, top management are perceived as having a market oriented attitude
because they tried to address the market with the resources they had available at that time.
For example, employees who were doing R&D were also acting as sales agents according
to Adam:

“in early [firm start-up] phase scientists were also sales people, and at that
time it was the right thing to do.” -Adam

Subsequent new product development after Alpha one has changed to become more
responsive. While the core technologies remain the same, how the product is applied
and how the firm percieves who the real customer/patient is has changed. This is also
reflected within the firm as the founders who have remained with the company have also
gone through an evolution from being scientists to becoming more market oriented, while
their continued presence is considered an vital asset in balancing technology with market
considerations.

Addressing Proposition 1

As a result of an increased market orientation, market considerations gain a lot more
attention during the product development of Alpha two and Alpha three. Alpha two is
extensively tested on potential patients and an innovative application mechanism has been
developed to overcome the usability issues that plagued Alpha one. Aaron stresses the
importance of discovering who the future patients and customers would be and the use of
patient/customer feedback to improve the Alpha two product.

“ In phase IIb if you will, then you should have done this [market exploration]
before phase III. And it is not easy, especially for start-ups because they do
not have the right people for this at all. They are built up with only scientists
and people doing clinical trials and lack the right people.” -Aaron

Alpha three targets a completely novel market segment that is distinctively different
from the markets served by Alpha one and two products. Due to the novelty of the market
and experiences with the mediocre profits from Alpha one, Alpha three product devel-
opment also focuses on identifying and developing favorable reimbursement models and
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strategic marketing towards future customers has become an integral part of the clinical
trial process. Noticeably, Adam explains that by phase II the firm incorporates active
marketing activities into the phase to target future customers.

“Selection of sites for phase II/III are an important strategic choice to
grow the market.” -Adam

“[Marketing] is initiated in phase II by choosing test sites that could be
future customers.” -Adam

Furthermore, phase III is designed to include data that have little impact on a potential
clinical approval but aims to convince market and customers of Alpha three’s superiority
compared with existing products.

“Phase III generates important data to convince market and customers.” -
Adam

Given this, the author found support for proposition 1 (see 3.4, page 14). By the initiation
of phase III, Alpha engages almost exclusively in market exploitation by incorporating fu-
ture marketing elements into the clinical trial phase. Phase II also contains large elements
of market exploitation (site selection), as site selection necessitates that the firm have a
clearly defined customer demography. Aaron confirms this by stating that exploration
should be completed before phase II ends. Thirdly, the fact that Alpha three product is
targeting a novel market that have little resemblance to Alpha one and two markets im-
plies that initiation of Alpha three market exploration must occur very early in the clinical
trial process, as market knowledge from Alpha one & two cannot be directly transferred
to Alpha three product development.

Addressing Proposition 2

As previously quoted, from the early start-up phase of Alpha, top management stressed
the need for a balance between technology and market domains by making scientists act
as sales agents. The continued presence of founders in top management is credited to their
willingness to put effort into learning the market domain while still retaining technology
domain specific knowledge.

Alpha firm structure is formally arranged in an hierarchical structure while the major-
ity of the firm’s employees spends their time doing R&D or managing the execution of
ongoing clinical trials. All activities happen within the same business unit. The respon-
sibilities of managing each new product is delegated to cross-class project teams who
operate outside the formal vertical structure. A notable feature of these project teams are
that they have a large influence on decision making and that top management approval is
largely a formality.

“[Project] decisions are taken in the group, subject to top management ap-
proval. Seldom have top management rejected us.” -Aaron
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Cross-class team membership consists of people from all levels of the firm and repre-
sents all the components needed for a complete new product development including out-
licensing specialists and sales&market strategists. Both Aaron and Adam believe that
every member of the team contributes to the whole of new product development and con-
firms that important market discoveries and market contributions has come from people
primarily engaged in technological R&D or clinical trial execution.

Top management attitudes towards project teams are characterized by high levels of
trust and an simultaneous (paradoxical) ’hands-on’ and ’hands-off’ approach. Aaron ex-
plains that top management are among the members of each project team, but when they
are actively participating in discussions they are acting more as equal members rather than
as team directors.

“It is seldom, only when taking big decisions we have to lift the decision to
top management. And we have dialogues going with managers individually,
so it is a quite informal, not as rigid as it might sound.” -Aaron

Based on the interviews, Alpha displays many characteristics of ambidexterity such
as signs of high levels of trust, discipline, stretch and support, all known to positively cor-
relate with high levels of ambidexterity (Gibson and Birkinshaw 2004). Secondly, cross-
class teams operating outside the hierarchical structure indicates either a task partitioning
or contextual approach to overcoming ambidexterity challenges.

Furthermore, both of the interview subjects claim that the characteristics mentioned
are an critical part of the firm’s survival and future economic success. As Adam put it:

“The [firm’s] strength is a lot of enthusiasm, drive to create and belief in the
firm and the technology.” -Adam

Thus, in Alpha the author finds clear support for proposition 2 (see 3.5, page 17). The
firm shows clear signs of using task partitioning or contextual ambidexterity to balance the
needs between exploration vs exploitation, and furthermore that the managers themselves
perceive this as an critical success factor.

Addressing Proposition 3

During the interview Aaron explains that new ideas are also generated by people outside
the project management teams:

“ We [firm employees] talk and collect ideas all the time on technology and
the market. We have a lot of discussions and share information.” -Aaron

This is also supported by how Adam recalls the earlier times in the company:

“in early [firm start-up] phase scientists were also sales people, and at that
time it was the right thing to do.” -Adam
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While the question whether Alpha is currently using an contextual strategy or not is
open to debate, there are indications that it previously required all employees to engage
themselves in both market and technology domains. With this in mind the author finds
support for proposition 3 in the early start-up phase of Alpha but cannot decisively con-
clude whether Alpha is still utilizing an contextual approach to overcome ambidexterity
challenges.

5.2 Beta Corporation Case

Interview subjects indicates that Beta corporation have 30 (roughly) employees and that
the firm is heavily invested in R&D and new product development. Three mid-level man-
agers (Bartholomew, Benjamin, Bob) are interviewed. All are involved in current new
product development projects and have extensive experience with managing or evaluating
phase II/III clinical trials at former workplaces.

Core technology is an industry spin-off from a large industry corporation which at an
earlier time diversified into several high-tech sectors outside its core ’big-iron’ industries.
As a consequence of strategic choices by the larger firm, Beta was spun off as an indepen-
dent firm. The parent corporation does not retain any financial interests in Beta nor does
it supply funding. Beta did not have a typical “founding team” since it had formerly been
part of a large corporation, and only a very small number of employees remain since the
spin-off event. None of the interview subjects have been employed by Beta prior to the
spin-off event, making them non-primary sources of information on how past experiences
have affected the firm.

Beta has developed a total of three products which have reached phase II/III. These
will be referred to as Beta one, Beta two or Beta three. While the firm is not an early
start-up, none of the products has generated any significant revenue capable of supporting
further R&D.

The firm develops niche markets by identifying existing treatments that they can im-
prove with their core technology. Beta one was out-licensed but failed in late clinical
trials. Beta two has recently failed in phase II trials and the firm is waiting for the results
in phase III trial for Beta three. During the interview period the results of Beta three
clinical trial came back negative. While such an event will surely have some impact on
the interview subjects, support for the case findings is also found in data gathered prior
to this event. Given that no Beta products have reached the market the interview subjects
cannot offer definitive answers to what would be the specific success factors for Beta’s
new product development.

Addressing Proposition 1

All of the interview subjects have extensive knowledge and experiences with conduct-
ing clinical trials prior to joining Beta. While not being able to give first hand accounts
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of Beta’s past, all of the interview subjects indicate that the firm has become more mar-
ket oriented since their employment. All the interview subjects stress the importance of
early market exploration and how important it is for successful commercialization of an
treatment.

Based on his own experience, Bartholomew makes it clear that activities in applied
research plays a critical support function to further market exploration.

“[A Bio-tech start-up] almost always underestimates what studies should be
done early [to reach market]” -Bartholomew

While not conclusive, Bartholomew’s statement gives (anecdotal) support to the assump-
tion that initiation of market exploration occurs after technology exploitation, because
Bartholomew sees technology exploration as an important pre-requisite for successful
market entry.

In direct relation to proposition 1, Bob takes the most extreme position by emphasizing
that market exploration should ideally be initiated before initiating pre-clinical trials to
ensure that there is an viable market. Benjamin explains that such a screening process
have become an integral part of the firm’s new product development prior to doing any
clinical trials.

“the market should be part [of the clinical trial process] all the time, but by
phase II it must be part of the picture” -Benjamin

Given that all interview subjects have extensive experience with clinical trials and there
is very little disagreement between the sources, the author finds support for proposition 1
(see 3.4, page 14).

Addressing Proposition 2 & 3

Beta firm structure is formally arranged in a hierarchical structure while the majority of
the firm’s (roughly) 30 employees spends their time doing R&D and managing the execu-
tion of ongoing clinical trials. Outside this formal vertical structure, the responsibilities
of managing each new product is delegated to cross-class project teams. Beta is in this
aspect virtually identical with Alpha.

Project team membership consists of people from different backgrounds representing
all levels of the firm. While the formal organizational structure and individual attitudes
could indicate an ambidextrous organization, other crucial indicators are missing.

Two factors contributed to such an interpretation. Firstly, top management is largely
absent from the daily activities within the firm and there are clear indications of a high
power distance between Top Management and employees. While in theory the firm has an
’open-door’ policy, multiple interview subjects indicate that the firm culture only accepts
debates as long as it does not “rock the boat”. This indicates a lack of acceptance for
divergent thinking, a crucial characteristic of exploration activities (J. G. March 1991).
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“It takes unbelievably long time before a professional’s medical advice is
accepted [by management]” -Bartholomew

Secondly, there are indications that decision-power is retained in top management and
project teams are mainly tasked with execution, another clear indicator of an firm utilizing
a ’single focus’ approach focused on exploitation activities.

“Management has a large influence, the Top Management make all the deci-
sions and our [project team] task is only to execute.” -Bartholomew

While interview subjects all confirm there is a need for more trust, discipline, stretch
and support, on a firm level the indications are that Beta displays low levels of trust,
discipline, stretch and support (Gibson and Birkinshaw 2004). The firm shows signs of
following a ’single focus’ on exploitation, while the interview candidates indicate a desire
for a more balanced approach. As such, weak support is found for proposition 2 (see 3.5,
page 17) but not sufficient support to conclude anything with regards to proposition 3 (see
3.5, page 17).

5.3 Gamma Corporation Case

Interview subjects indicates that Gamma corporation has 300 (roughly) employees where
over 200 are employees at an in-house manufacturing unit. The interview subjects confirm
that the firm is heavily invested in R&D and that new product development is the core
business of the firm, despite the firm having a manufacturing business unit. Two mid-
level managers (Garry and George) are interviewed. Both are involved in current new
product development projects and have extensive experience with managing or evaluating
phase II/III clinical trials at former workplaces.

Gamma had initially developed two non-pharmaceutical products, and later sold all
rights and production capability to these products prior to engaging in pharmaceutical
product development. Among its pharmaceutical products they have two products, one
being marketed and the second in phase II/III. The product available on the market will
be referred to as Gamma one while the new product development candidate is Gamma
two. Gamma one sales generates significant revenues capable of supporting further R&D.
Production of Gamma one is done in-house, while all B2C related sales, logistics and
marketing is done by partners. Funding for new product development comes primarily
from revenues, but the costs of late phase clinical trials are often shared with external
partners.

Gamma’s core technology is a industry spin-off from the same large industry corpo-
ration as Beta’s technology. The parent corporation does not retain any financial interests
in Gamma nor does it supply funding. Nor does Gamma have a typical “founding team”,
and only a very small number of employees have remained since the spin-off. Neither
of the interview subjects have been in Gamma from before the spin-off making them
non-primary sources of information on how past experiences has affected the firm.
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Unlike Beta, Gamma initially developed mass market products before switching over
to becoming a pharmaceutical R&D intensive firm. Current new product development
targets non-niche markets where technology-driven modifications to the firm’s original
products (and raw materials) gives the new product candidates clinical benefits (making
a clinical trial process necessary). While Gamma one and Gamma two are based of the
same core technology, the products target different markets. Gamma one and Gamma
two both target markets where there are significant levels of competition, and the firm
also spends considerable R&D effort to improve manufacturing efficiency to reduce cost
per unit.

An issue related to analyzing Gamma is that the firm has two business units, manufac-
turing and R&D. This raises the question whether Gamma could in fact utilize a structural
ambidexterity approach. This possibility was discounted after analyzing interviews when
it became clear that the main unit of the firm is the same as the business unit where in-
terviews are conducted. In other words, the unit-of-analysis (business unit) is not single
focused on exploration while the other unit is focused on exploitation, a characteristic of
firms utilizing an structural approach.

Addressing Proposition 1

Both interview subjects have extensive experience with managing clinical trials from for-
mer workplaces. Overall, their view is that technology and market domain challenges
overlap during the clinical trial process and that the individual phases of a clinical trial
process have distinct characteristics that can be utilized to the firm’s advantage if discov-
ered and properly executed.

For example in a phase I trial, it is possible to design the trial so that it generates im-
portant data that supports both technological improvement and market exploration. Both
interview subjects stress that whether a phase I trial achieves its end-point goals or not are
irrelevant with regards to the trial generating important data. The only true “failed” phase
I clinical trials are those that are inconclusive.

By the end of a phase II trial, enough information is available on what technology can
support in the market, permitting initiation of market exploitation activities.

“You know during the pre-clinical what market you will enter, but when you
reach phase II you can perceive the magnitude of [clinical] effects, the com-
plete picture and then you must adjust. Then you position yourself in relation
to competitors or in relation to the market.” -George

Before a phase II trial is initiated, George indicates that the more commercially oriented
employees will initiate market exploration and one of his roles in the phase II preparations
is to ensure that such identified market possibilities are integrated into the ongoing clinical
trial process.
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“Then [In phase II] business development enters, because we cooperate with
the purely commercial people who have been going out to ask “Where is the
hole? where could we operate?”.” -George

Supporting this, George explains that the execution of any innovative market approaches
can only occur until after the phase II trial has been completed.

“Before you reach phase III you have very little room to be [market] innova-
tive, when you reach phase III you have to be innovative”. -George

Summing up the Gamma findings related to timing of market exploration: First, dur-
ing pre-clinical trials the technology places limits on the potential market opportunities.
Second, activities done during phase I can contribute to knowledge in both the technology
and market domains. Third, market exploration and exploitation occurs simultaneously
in phase II. Fourth, from the beginning of phase III the primary market activity is execu-
tion (exploitation) of (possibly innovative) market strategies. As such, the author found
support for proposition 1 (see 3.4, page 14).

Addressing Proposition 2

Gamma firm structure is formally arranged in a hierarchical structure similar to Alpha
and Beta. Discounting the manufacturing related employees, the majority of the firm’s
employees spend their time doing R&D and managing the execution of ongoing clinical
trials. Outside the formal vertical structure, the responsibilities of managing the new prod-
uct development and clinical trial processes are delegated to cross-class project teams.

Similar to the other cases, cross-class team membership consists of people from all
levels of the firm and representing all the components needed for a complete new prod-
uct development including out-licensing specialists and sales and market strategists. The
distinct feature of Gamma are the in-house manufacturing capabilities, its larger size and
more stable revenues. In-house manufacturing experts are part of the project teams and
their presence are credited to a need to integrate manufacturing into the clinical trial pro-
cess to ensure a better balance between technology, manufacturing and market needs.

In Gamma the top-level management has been replaced multiple times, and there are
indications that the former CEO had an strong transactional leadership style. The current
CEO is perceived to be more balanced between transformational and transactional leader-
ship styles. The current CEO was groomed and selected by the former CEO because the
former CEO recognized a need for a more balanced leadership style.

The leadership style described by the interview subjects are that leadership is neither
’hands-on’ or ’hands-off’ in style. The leadership does make important decisions but
displays trust in subordinates, while still expecting to be kept informed.

“[Leadership] have been very little authoritarian but they set goals and expect
their demands to be met.” -George
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Paradoxical thinking is a clear indicator of ambidexterity traits, and the above statement
has somewhat of a paradoxical nature. How could someone not be engaged in paradox-
ical thinking when claiming that leadership is little authoritarian while simultaneously
demanding a goal achievement?

When looking at the control variables, the subjects indicate that when top management
gives support for a project, it is given unconditionally and decision power is delegated to
the project teams. Both interview subjects emphasize that the firm also has very low
power distances.

“ We have been very lucky because when they [Top Management] have said
they support us they have been 100% behind that decision.” -George

“With regards to drug development, a lot of responsibilities have been placed
downwards.” -Garry

“ We have a flat structure, and there is a very short distance from whomever-
they-might-be in a project to the CEO.” -George

“We have a formal hierarchy, but in practice every door is open.” -Garry

With regards to how information is flowing within the organization, information is
expected to flow both within the project teams and within the firm regardless of any hi-
erarchical status. Flow of information and communication at all levels is expected to
occur informally and it is the responsibility of every project team members to give full
disclosure before project meetings.

“Most communication and information flow happens in the daily work.” -
Garry

“Information should not be presented at meetings, meetings should be used
to make decisions.” -Garry

With regards to communication and knowledge transfer with top management, the em-
phasis is that information flow has to be both bottom-up and top-down for the firm to
succeed. As George put it:

“ It is important that signals from R&D reach the leaders so that they can un-
derstand what is happening. It is important that leaders have an understanding
of what the potential can be while simultaneously understanding the risks.”
-George

Lastly, one important success factor for clinical trial new product development is the
necessity of horizontal communication and individual discretionary decision on when to
engage others to reach a decision.
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“It is vital that people have a good internal network, knows whom they should
talk to and when they should involve the right people when making an deci-
sion.” -Garry

The above statements indicates that Gamma intra-firm relations displays high levels of
trust, discipline, stretch and support (Gibson and Birkinshaw 2004), permitting the pos-
sibility of the firm utilizing a balanced approach to overcome ambidexterity challenges.
Furthermore, top management traits are present that have an positive effect on firm ability
to overcome ambidexterity challenges. Based on the interview subjects responses, the
author found strong support for proposition 2 (see 3.5, page 17).

Addressing Proposition 3

A notable element of Gamma is also that the interview subjects are intrinsically motivated
rather than extrinsically motivated. For example, while the firm certainly has bonuses and
financial incentives, it is not raised as a point when discussing their motivation.

“This is a knowledge intensive firm, and the most motivating [incentive] we
can get is the nuts we manage to crack.” -Garry

Given that low power distance and high levels of autonomy have already been es-
tablished for Gamma, the only remaining indicator to separate contextual from task par-
titioning would be that every employee contributes to both exploration and exploitation
activities.

“We are encouraged to be creative and innovative every one of us.” -Garry

Throughout the interviews both subjects gave the impression that the major success fac-
tors in the current new clinical trial product development processes are the combination
of early market orientation with a firm environment where every employee somehow con-
tributes to both exploration and exploitation. Based on the interview subjects responses,
the author found support for proposition 3 (see 3.5, page 17).

5.4 Cross Case Analysis

Before dealing with any cross-case patterns, there are important caveats to keep in mind
with regards to analyzing some of the cases. In the case of Beta, the fact that all the firm’s
products have failed in late stages of clinical trials cannot be interpreted as ’proof’ for
any proposition, since the industry wide failure rate of 9% cannot be explained solely by
late market timing or a firm’s approach to ambidexterity (or lack thereof). Thus, at best,
only correlation can be established. In the case of Gamma, the success of the firm leading
to the firm no longer fulfilling the typical start-up criteria are another side of the same
issue with regards to Beta. Correct cross-case analysis cannot directly use the success of
Gamma as a ’proof’ for any propositions.
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Addressing Proposition 1

Based on each case and interview statements it is possible to construct a time-line for
each firm (see figure 8) on when different activities are initiated and completed. The
overall data indicates strong support for Proposition 1, The earlier a pharmaceutical
start-up firm engages in market exploration, the more likely a clinical trial process leads
to commercial success.

Clinical trial process
Basic Research Preclinical Phase 1 Phase 2 Phase 3 Post-authorization

Alpha
Technology Exploration
Technology Exploitation

Market Exploration
Market Exploitation

Beta
Technology Exploration
Technology Exploitation

Market Exploration
Market Exploitation

Gamma
Technology Exploration
Technology Exploitation

Market Exploration
Market Exploitation

Figure 8: Activity timing chart in clinical trial process

In all cases, market exploration is initiated at the latest in the pre-clinical trial stage
and in all the cases early timing of market exploration is stressed as an critical success
factor. While Alpha initiates market exploration activities somewhat later than the other
two cases, Alpha employees indicates that one of the goals of the firm is to in the future be
able to initiate market exploration earlier. The findings from the more established Gamma
supports this as Gamma employees made it clear that the firm has taken steps to initiate
market exploration earlier based on prior experiences.

Addressing Proposition 2 & 3

Based on the table of ambidexterity indicators (see table 1) used for data analysis and the
individual cases a cross-case table is developed (see table 2). A firm rating of +,++ or
+++ is assigned to each case when possible. Based on existing literature, ability to use
simultaneous approaches to ambidexterity challenges can only be said to be present in
the cases where indicators within the same group are fairly balanced and rated medium to
high (++ to +++) 1.

1This does not apply to the control variables. Low power distance(+) and high individual auton-
omy(+++) are conductive to approaches that balanced ambidexterity.
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Table 2: Cross-case comparison of ambidexterity indicators

Rating (+/++/+++)
Ambidexterity Indicators Alpha Beta Gamma

Leadership
Transactional +++ +++ +++
Transformational +++ + +++

Org. Structure
Hierarchical ++ +++ +++
Horizontal +++ ++ ++

Information flows
Top-down knowledge +++ +++ +++
Bottom-up data +++ +++ +++
Bottom-up knowledge +++ + +++
horizontal knowledge +++ ++ +++

Contextual Org.
trust +++ + +++
discipline +++ +++ +++
stretch +++ ++ +++
support +++ ++ +++

Control variables
Power distance + +++ +
Individual autonomy +++ ++ +++

The general impression of Alpha and Gamma is that they are more capable, com-
pared to Beta, at discovering market opportunities and utilizing them. As both Alpha
and Gamma score higher on indicators of simultaneous ambidexterity the overall data in-
dicates support for Proposition 2, Utilizing a task partitioning or contextual approach
positively moderates the likelihood of a clinical trial process leading to a commercial
success for pharmaceutical start-ups.

Looking at only the indicators of ambidexterity, both Alpha and Gamma score medium
or high. This indicates that both firms are ambidextrous, but this alone is not sufficient
to conclude that the firms are utilizing simultaneous approach such as task partitioning or
contextual approaches.

To build the argument that Alpha and Gamma are utilizing simultaneous approaches
to solve ambidexterity challenges, exploration and exploitation activities in each of the
domains have to overlap, implying that the firms has to balance two opposing activities
at the same time. In the activity timing chart (see figure 8), it is clear that both firms are
simultaneously conducting exploration and exploitation activities within each respective
domains.

In the case of Gamma this is even more notable as the firm during phase 1 is doing all
four different types of activities at the same time. This can be explained by the fact that
Gamma has left the early start-up stage and now has the resources to pursue simultaneous
activities within both domains at the same time. Another notable observation from the
activity timing chart (see figure 8) in the case of Beta is that market exploration and market
exploitation activities does not occur simultaneously. This strengthens the argument that
Beta scores low on approaches to ambidexterity.
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In relation to proposition 3, the overall data indicates weak support for Proposi-

tion 3, Utilizing a contextual approach has a greater positive moderating effect than task
partitioning approaches has on the likelihood of a clinical trial process leading to a com-
mercial success.

While Alpha and Gamma cases score high on contextual approaches and both fulfil
the control variables (lower power distance and high individual autonomy), only Alpha
strictly fulfils the case selection criteria of still being a start-up firm.

While analyzing Gamma individually gave support for proposition 3, the combination
of Gamma’s size and the fact that the interview subjects had not been in the firm while
it was still a start-up, makes it more difficult to argue that Gamma did utilize contextual
approaches when it was more resource constrained.

6 Discussion

There has been little research done on innovation and the forces driving new product
development in pharmaceutical industries. The only comprehensive publication on in-
novation in pharmaceutical companies was done by Takuji Hara in 2003. The clinical
trial process that bio-tech and pharmaceutical industries have to adhere to also creates an
environment where the industry language is hard to comprehend for people lacking an
background in natural sciences.

The author contributes to the existing literature on innovation by investigating how
existing theories on antecedents of ambidexterity applies to the new product development
(NPD) process in pharmaceutical industries. This NPD process called a clinical trial pro-
cess is shown to be an useful proxy for gauging start-up firm success within pharmaceu-
tical industries, as all the vital element of NPD success (or failure) are addressed within a
clinical trials process. For example, after successfully completing a clinical trial process
and gaining marketing approval, products are only assumed to have an 80% chance of
being a commercial success. However, bear in mind that in most other industries an 80%
chance of commercial success after product launch would be considered a dream-come-
true.

The reason for this peculiarity is that the pharmaceutical industries lack many of the
features of more complex industries; for example the long product development cycles
give firms ample time to investigate and formulate strategies in comparison with more
fast-paced industries. Another simplifying feature of intra-firm relations is an almost
complete lack of competition. This makes the pharmaceutical industries almost ideal
candidates for investigation on how “soft” values such as organizational culture affects
firm success without being distorted by competitive market forces.

However, while pharmaceutical industries face little competitive forces, new product
development has to be tailored to a specific patient group and the needs of that group has
to be intimately understood in order for NPD to success. Secondly, technology plays a
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very important role, as it defines what is permissible. However, the role of technology
should not be overstated according to Hara (Hara 2003). Hara concludes that the true
limiting factor appears to be how well possible market applications are imagined and
created rather than them being a discovery of a pre-existing opportunity.

6.1 Theoretical Implications

Based on an deductive qualitative method, two important propositions are developed.
Firstly, that while the new product development cycle can take more than a decade, initia-
tion of market oriented activities should be done ’the earlier the better’ for successful new
product development. Secondly, that while pharmaceutical start-ups are largely virtual,
outsourcing does not alleviate the need for balanced approaches to ambidexterity chal-
lenges. In fact, the extensive outsourcing makes a balanced approach more important,
as the pharmaceutical firm has to maintain a holistic view throughout the whole of the
clinical trial process to ensure that all parts continually contribute to the whole.

Timing of clinical trials

While technology exploration seldom occurs simultaneously with market exploitation,
technology exploitation and market exploration largely overlap (see figure 8). This some-
what contradicts Lavie and Rosenkopf’s (Lavie and Rosenkopf 2006) conclusion that
firms tend to balance exploration in one domain with exploitation in another domain.
However, Lavie and Rosenkopf only test their hypotheses on intra-firm domains, not inter-
firm domains. Secondly, Lavie and Rosenkopf investigates the software industries where
competitive forces are significantly stronger and strongly impact alliance formation. The
strong support found for proposition 1 indicates that market exploration could occur si-
multaneously with technology exploration when competitive forces are largely absent.
As a consequence, while Lavie and Rosenkopf theoretical framework is transferable their
findings cannot be assumed to be directly transferred to inter-firm domains or to other
industries.

Approaches to Ambidexterity

The conflicting demands between technology and market are generally accepted in lit-
erature, but little research has been done to identify how technology vs market domain
knowledge interacts with the learning behavior that support exploration vs exploitation.
Lavie and Rosenkopf’s domain specific ambidexterity is a promising framework for in-
vestigating and identifying critical steps in a clinical trial process.

By identifying indicators of ambidexterity and differentiation between technology vs
market domains, the critical step for start-up firms is identified to be in the moment when
start-up firms transition from technology focus to market focus. While this is not novel
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knowledge, showing that it involves a transition from technology exploitation to mar-
ket exploration provides novel insight. While qualitative deductive research cannot give
definitive proof or provide generalizations, it indicates that there are multiple modes of
failure when attempting to overcome the “double learning curve” challenge. Often a lack
of market orientation have been cited as a cause of failure for technology start-ups, but
when discussing how market orientated a firm is, the balance between market exploration
and exploitation can play an equally important role. For example, a firm can be interpreted
as ’highly market oriented’ but in reality be low on market exploration, implying that they
will not be able to discover (or create) novel and more profitable market opportunities.

6.2 Practical Implications

For a pharmaceutical firm, the decision on when to initiate market oriented activities is
paramount. The initial stages of new product development is often technology driven, but
even before clinical trials are initiated a patient population needs to be defined. While
established firms have prior experience with how the market interacts with their core
technologies, start-up firms would have no such experience.

Given that pharmaceutical start-up firms are largely virtual, the lack of spare resources
in both the managerial and financial realms makes an efficient utilization of existing re-
sources for extended periods of time critical for firm survival.

Early Timing and The clinical trial process

Cost of running a clinical trial process are high and are expected to rise due to multiple
factors. The industry perception is that some major causes are a lack of “low hanging
fruits” and tighter regulatory requirements. While often cited by sources, there are also
indications that this is not the whole picture.

One identified fundamental issue is the heterogeneity (non-uniform distribution) of
the patient population. Population heterogeneity impacts each individual phase by intro-
ducing uncertainties related to the outcome, because the hidden variables in the sample
selection strongly affects the statistical results. In the larger picture, the heterogeneity of
the population introduces market uncertainties with regards to whom and where to market
a new product candidate.

The case data indicated that the early stages of a clinical trial process does not leave
much room for market innovation, nor does late stages leave room for technological prod-
uct innovation. As a consequence of the population heterogeneity and a tight regulated
clinical trial process, the more innovative a new product candidate is the more important
early market exploration and the need for a balanced approach to ambidexterity became.

Secondly, the more technologically radical a product, the more heterogeneity would
affect the outcome of a clinical trial process. The more radical the new application, the
less value prior experience in existing markets has. The implication is that while ’the
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earlier the better’ is correct with regards to the timing of market exploration, the more
technologically innovative a new product candidate is, the more difficult and critical it
would be to initiate early market exploration and to maintain a balanced approach to
ambidexterity.

Approaches to ambidexterity

If firms do not simultaneously pursue ambidexterity within and between domains, they
will not be able to fully utilize the feedback generated between the different exploration
and exploitation activities.

Argyris’s (Argyris and Herbane 2005) ’double loop learning’ (that supports explo-
ration) is disruptive in nature as it calls in question the presumptions and assumptions
that existing knowledge build upon. If exploration and exploitation activities do not oc-
cur simultaneously, it is less likely that the feedback generated from double loop learning
would have a significant impact on subsequent exploitation activities. I.e. by avoiding
simultaneous approaches to ambidexterity, a firm risks investing significant resources on
“barking up the wrong tree” and having to backtrack at a later stage.

However, when pursuing any simultaneous approaches the difficulties of evaluating
the feedback will rise because it involves evaluating information flows that require both
single loop and double loop learning. Nor does having a organizational structure that
mixes hierarchical with horizontal structures guarantee an ambidextrous capable firm.
For a firm to achieve ambidexterity and fully utilize the creativity and imagination of its
employees, there has to be a strong goal alignment combined with individual adaptability
throughout the firm.

6.3 Limitations

The notable limitation of this thesis is that the results are interpreted solely based on semi-
structured interviews. Case study best practice recommends the utilization of triangula-
tion such as multiple levels of investigation to ensure that the findings are as reliable as
possible. According to Yin (R. K. Yin 2008; R. K. Yin 1981), mixing qualitative methods
with quantitative methods could aid in triangulation as multiple methods converging on
the same propositions strengthen them. Additionally, Pettigrew (Pettigrew 1990) recom-
mends utilization of multiple investigators to interpret qualitative data, while this thesis is
written by a single author.

Besides the methodological limitations, in hindsight one of the selected cases (Gamma)
does not fully fulfill the sample selection criteria. However, the generated propositions
does not rest their sole argument on this single case. Secondly, while such a source cannot
be used as the single support for a proposition, it is a collaborating source of information
on issues in clinical trial process that more established firms share with start-up firms.
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6.4 Future Research

Empirical Testing of Domain Specific Ambidexterity

This thesis addresses many of the limitations and future research suggestions given by
Lavie and Rosenkopf (Lavie and Rosenkopf 2006) by investigating the internal domains
in a non-software industry.

However, as this thesis is qualitative in nature, what remains to do would be an empir-
ical study of internal domains in a non-software industry. Given that competitive market
forces are far weaker in pharmaceutical industries, a empirical study building upon phar-
maceutical R&D heavy firms and/or start-ups can be especially fruitful at building up a
sound empirical basis for domain specific ambidexterity.

Investigate Learning Feedback in Pharmaceutical Firms

While the Technology vs Market domains are identified in this research, other options
for demarcation between domains exists in literature. Hara (Hara 2003) identifies four
different distinct areas (shaping of the compound, shaping of the market etc.) in clinical
trial processes that all have complex feedback loops within and between them. Existing
literature on ambidexterity has shown that exploration and exploitation are differentiated
by ’single loop’ vs ’double loop’ learning (Argyris and Herbane 2005). Given that some
pharmaceutical firms have been shown to utilize approaches to ambidexterity, it can be
worthwhile to investigate closer the nature of the feedback loops described by Hara and
try to determine where such feedback loops intersect the areas suggested by Hara.

Applying Penrose’s Managerial Resource Limitations to Exploration

While not part of the theoretical framework for this thesis, there is one finding in the
source data that can apply to the research streams on Resource based view (RBV) and the
seminal work by Penrose on ’The Growth of The Firm’ (Penrose 1995) that is credited
for initiating the RBV.

In 1955 (republished in 1995), Penrose hypothesized that lack of spare managerial
resource was the limiting factor for firm growth. This is because the smaller a firm , the
less spare resources (time, mental effort) individual managers have to imagine and plan
for the future. A core element of Penrose’s work is that spare managerial resources limits
the rate of consumption and efficiency of consumption of other resources. However, the
RBV has to some extent ignored Penrose’s argument that managerial resources are rate
limiting while drawing on her core idea of resource limitations being a critical factor for
firm growth. In RBV, resources (both tangible and intangible) are classified and prioritized
on how rare or imitable they are, where hard-to-copy and rare resources are valued highly.

However, RBV has as a result been criticized for being tautological, i.e. rare is rare,
imitable is imitable. While conducting interviews, the sources indicate that in the phar-
maceutical industries financial resources mainly limit exploitation activities, while explo-
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ration activities are limited by managerial resources. This implies a possibility to recon-
cile Penrose with the RBV by drawing on ambidexterity theories to show that Penrose was
addressing resources limitations on exploration activities while RBV primarily addresses
resources limitations on exploitation activities.

7 Conclusion

The author drew on a natural science background to investigate how a clinical trial pro-
cess affects innovation in pharmaceutical start-up firms. A key assumption is that phar-
maceutical start-ups must simultaneously pursue exploration and exploitation in different
domains. The identified domains are technology vs market, known from existing liter-
ature to have conflicting demands. Key findings are that early initiation of exploration
in the market domain is critical to success in new product development for pharmaceu-
tical firms. The more innovative a product, the more important early market exploration
becomes. Pursuit of balanced exploration and exploitation is also found to positively
moderate economic success in the investigated cases.

Acknowledgments

I would like to first thank my Supervisor Birthe Soppe for her patience when ideas and
concepts are generated by my head faster than I can articulate them. I would also like to
thank my friends Hillary Kyler, Tuva Selmer and Kristian Løvås for keeping me remark-
ably sane and grounded in the world outside academia. Other contributors to the author’s
sanity shall remain anonymous but not forgiven.



REFERENCES 42

References

References

Adler, Paul S, Barbara Goldoftas, and David I Levine (1999). “Flexibility versus effi-
ciency? A case study of model changeovers in the Toyota production system”. In:
Organization science 10.1, pp. 43–68.

Argyris, Chris and B Herbane (2005). “Double loop learning in organizations”. In: Great
Minds in Management: The Process of Theory Development, p. 13.

Baum, JAC, SX Li, and JM Usher (Dec. 2000). “Making the next move: How experiential
and vicarious learning shape the locations of chains’ acquisitions”. English. In: AD-
MINISTRATIVE SCIENCE QUARTERLY 45.4, pp. 766–801. ISSN: 0001-8392. DOI:
10.2307/2667019.

Beckman, Christine M (2006). “The influence of founding team company affiliations on
firm behavior.” In: Academy of Management Journal 49.4, pp. 741–758.

Beckman, Christine M, Pamela R Haunschild, and Damon J Phillips (2004). “Friends or
strangers? Firm-specific uncertainty, market uncertainty, and network partner selec-
tion”. In: Organization Science 15.3, pp. 259–275.

Booth, B.L. and B. Salehizadeh (2011). “In defense of life sciences venture investing”.
In: Nature biotechnology 29.7, pp. 579–583.

Brady, Tim and Andrew Davies (2004). “Building project capabilities: from exploratory
to exploitative learning”. In: Organization Studies 25.9, pp. 1601–1621.

Bresman, Henrik (2013). “Changing routines: A process model of vicarious group learn-
ing in pharmaceutical R&D”. In: Academy of Management Journal 56.1, pp. 35–61.

Bryde, David (2007). Outsourcing Clinical Research Projects. Inst of Clinical Research.
Burgelman, Robert A (1983). “A process model of internal corporate venturing in the

diversified major firm”. In: Administrative Science Quarterly, pp. 223–244.
Burns, Tom and George Macpherson Stalker (1961). “The management of innovation”.

In: University of Illinois at Urbana-Champaign’s Academy for Entrepreneurial Lead-
ership Historical Research Reference in Entrepreneurship.

Carlsson, Bo (1989). “Flexibility and the theory of the firm”. In: International Journal of
Industrial Organization 7.2, pp. 179–203.

Christensen, Clayton M and Joseph L Bower (1996). “Customer power, strategic in-
vestment, and the failure of leading firms”. In: Strategic management journal 17.3,
pp. 197–218.

DiMasi, Joseph A, L Feldman, et al. (2010). “Trends in risks associated with new drug
development: success rates for investigational drugs”. In: Clinical Pharmacology &
Therapeutics 87.3, pp. 272–277.

DiMasi, Joseph A, Ronald W Hansen, Henry G Grabowski, et al. (2003). “The price of in-
novation: new estimates of drug development costs”. In: Journal of health economics
22.2, pp. 151–186.

http://dx.doi.org/10.2307/2667019


REFERENCES 43

Drucker, Peter F (1999). Innovation and entrepreneurship. HarperCollins.
Duncan, Robert B (1976). “The ambidextrous organization: Designing dual structures for

innovation”. In: The management of organization 1, pp. 167–188.
Egelhoff, William G (1991). “Information-processing theory and the multinational enter-

prise”. In: Journal of international business studies, pp. 341–368.
Eisenhardt, Kathleen M (1989). “Building theories from case study research”. In: Academy

of management review, pp. 532–550.
Ford, David and Chris Ryan (1981). “Taking technology to market”. In: Harv. Bus. Rev.;(United

States) 59.2.
Ford, Jeffrey D and Laurie W Ford (1994). “Logics of identity, contradiction, and attrac-

tion in change”. In: Academy of Management Review, pp. 756–785.
Freeman, John, Glenn R Carroll, and Michael T Hannan (1983). “The liability of new-

ness: Age dependence in organizational death rates”. In: American sociological re-
view, pp. 692–710.

Galbraith, Jay R (2002). “Organizing to deliver solutions”. In: Organizational dynamics
31.2, p. 194.

Galbraith, J.R. (1973). Designing complex organizations. Addison-Wesley series on orga-
nization development. Addison-Wesley Pub. Co. URL: http://books.google.
no/books?id=FUe3AAAAIAAJ.

Ghemawat, P and JERI Costa (WIN 1993). “The Organizational Tension Between Static
and Dynamic Efficiency”. English. In: STRATEGIC MANAGEMENT JOURNAL 14.SI,
pp. 59–73. ISSN: 0143-2095. DOI: 10.1002/smj.4250141007.

Gibson, CB and J Birkinshaw (Apr. 2004). “The antecedents, consequences, and me-
diating role of organizational ambidexterity”. English. In: ACADEMY OF MANAGE-
MENT JOURNAL 47.2. 61st Annual Meeting of the Academy-of-Management, WASH-
INGTON, D.C., AUG 06, 2001, pp. 209–226. ISSN: 0001-4273.

Glaser, Barney G and Anselm L Strauss (1967). The discovery of grounded theory: Strate-
gies for qualitative research. Aldine de Gruyter.

Graebner, Melissa E (2004). “Momentum and serendipity: How acquired leaders create
value in the integration of technology firms”. In: Strategic Management Journal 25.8-
9, pp. 751–777.

Gupta, Anil K, Ken G Smith, and Christina E Shalley (2006). “The interplay between
exploration and exploitation.” In: Academy of Management Journal 49.4, pp. 693–
706.

Hara, Takuji (2003). Innovation in the pharmaceutical industry: the process of drug dis-
covery and development. Edward Elgar Publishing.

Hay, Michael et al. (2011). “BIO / BioMedTracker Clinical Trial Success Rates Study”.
In: URL: http://insidebioia.files.wordpress.com/2011/02/
bio-ceo-biomedtracker-bio-study-handout-final-2-15-2011.

pdf.

http://books.google.no/books?id=FUe3AAAAIAAJ
http://books.google.no/books?id=FUe3AAAAIAAJ
http://dx.doi.org/10.1002/smj.4250141007
http://insidebioia.files.wordpress.com/2011/02/bio-ceo-biomedtracker-bio-study-handout-final-2-15-2011.pdf
http://insidebioia.files.wordpress.com/2011/02/bio-ceo-biomedtracker-bio-study-handout-final-2-15-2011.pdf
http://insidebioia.files.wordpress.com/2011/02/bio-ceo-biomedtracker-bio-study-handout-final-2-15-2011.pdf


REFERENCES 44

Hedlund, Gunnar and Jonas Ridderstrale (1997). “Toward a theory of the self-renewing
MNC”. In: International business: An emerging vision 329, p. 353.

He, ZL and PK Wong (July 2004). “Exploration vs. exploitation: An empirical test of the
ambidexterity hypothesis”. English. In: ORGANIZATION SCIENCE 15.4, pp. 481–
494. ISSN: 1047-7039. DOI: 10.1287/orsc.1040.0078.

Hughes, G (2004). “Pricing Models for CRO Contracts–principles and practice”. In: MR
Conference, London, pp. 18–20.

Jansen, Justin JP, Frans AJ Van Den Bosch, and Henk W Volberda (2005). “Managing
potential and realized absorptive capacity: how do organizational antecedents matter?”
In: The Academy of Management Journal, pp. 999–1015.

Kelsey, F.O. (1988). “Thalidomide update: Regulatory aspects”. In: Teratology 38.3. cited
By (since 1996)47, pp. 221–226. URL: http://www.scopus.com/inward/
record.url?eid=2-s2.0-0023789457&partnerID=40&md5=74793f18b18f4ffcce0608bed32200a1.

Kyriakopoulos, Kyriakos and Christine Moorman (2004). “Tradeoffs in marketing ex-
ploitation and exploration strategies: The overlooked role of market orientation”. In:
International Journal of Research in Marketing 21.3, pp. 219–240.

Lavie, Dovev and Lori Rosenkopf (Aug. 2006). “Balancing exploration and exploitation
in alliance formation”. English. In: ACADEMY OF MANAGEMENT JOURNAL 49.4,
pp. 797–818. ISSN: 0001-4273.

Levinthal, DA and JG March (WIN 1993). “The Myopia of Learning”. English. In: STRATE-
GIC MANAGEMENT JOURNAL 14.SI, pp. 95–112. ISSN: 0143-2095. DOI: 10 .
1002/smj.4250141009.

Levinthal, Daniel A (1997). “Adaptation on rugged landscapes”. In: Management science
43.7, pp. 934–950.

Levitt, B and JG March (1988). “Organizational Learning”. English. In: ANNUAL RE-
VIEW OF SOCIOLOGY 14, pp. 319–340. ISSN: 0360-0572. DOI: 10.1146/annurev.
so.14.080188.001535.

Lewis, Marianne W (2000). “Exploring paradox: Toward a more comprehensive guide”.
In: Academy of Management Review, pp. 760–776.

Lovallo, Dan P and Olivier Sibony (2006). “Distortions and deceptions in strategic deci-
sions”. In: McKinsey Quarterly 1, p. 18.

Lubatkin, Michael H. et al. (Oct. 2006). “Ambidexterity and performance in small- to
medium-sized firms: The pivotal role of top management team behavioral integra-
tion”. English. In: JOURNAL OF MANAGEMENT 32.5, pp. 646–672. ISSN: 0149-
2063. DOI: 10.1177/0149206306290712.

March, James G (1991). “Exploration and exploitation in organizational learning”. In:
Organization science 2.1, pp. 71–87.

McDonough, Edward F and Richard Leifer (1983). “Research Notes. USING SIMULTA-
NEOUS STRUCTURES TO COPE WITH UNCERTAINTY.” In: Academy of Man-
agement Journal 26.4, pp. 727–735.

http://dx.doi.org/10.1287/orsc.1040.0078
http://www.scopus.com/inward/record.url?eid=2-s2.0-0023789457&partnerID=40&md5=74793f18b18f4ffcce0608bed32200a1
http://www.scopus.com/inward/record.url?eid=2-s2.0-0023789457&partnerID=40&md5=74793f18b18f4ffcce0608bed32200a1
http://dx.doi.org/10.1002/smj.4250141009
http://dx.doi.org/10.1002/smj.4250141009
http://dx.doi.org/10.1146/annurev.so.14.080188.001535
http://dx.doi.org/10.1146/annurev.so.14.080188.001535
http://dx.doi.org/10.1177/0149206306290712


REFERENCES 45

Mom, Tom J. M., Frans A. J. Van den Bosch, and Henk W. Volberda (Sept. 2007). “In-
vestigating managers’ exploration and exploitation activities: The influence of top-
down, bottom-up, and horizontal knowledge inflows*”. English. In: JOURNAL OF
MANAGEMENT STUDIES 44.6. Copenhagen Conference on Strategic Management,
Copenhagen, DENMARK, DEC 14-15, 2005, pp. 910–931. ISSN: 0022-2380. DOI:
10.1111/j.1467-6486.2007.00697.x.

Morgan, Steve et al. (2011). “The cost of drug development: A systematic review”. In:
Health Policy 100.1, pp. 4 –17. ISSN: 0168-8510. DOI: 10.1016/j.healthpol.
2010.12.002. URL: http://www.sciencedirect.com/science/
article/pii/S0168851010003659.

Nesheim, John L (2000). High Tech Start Up, Revised and Updated: The Complete Hand-
book For Creating Successful New High Tech Companies. Simon and Schuster.

Penrose, Edith Tilton (1995). The theory of grow of the firm. Oxford University Press,
USA.

Pettigrew, Andrew M (1990). “Longitudinal field research on change: theory and prac-
tice”. In: Organization science 1.3, pp. 267–292.

Porter, Michael E (1980). “Competitive strategy-techniques for analysis industries and
competitors”. In: New York: The Free Press. Quchi, WG (1979). A Conceptual Frame-
work for the Design of Organizational Control mechanism. Management Science 25.9,
pp. 833–848.

— (1996). “What is strategy?” In: Harvard Business review 74 (6), pp. 61–81.
Rothaermel, Frank T and David L Deeds (2004). “Exploration and exploitation alliances

in biotechnology: A system of new product development”. In: Strategic management
journal 25.3, pp. 201–221.

Sanchez, Ron and Aimé Heene (1997). “Managing for an uncertain future: A systems
view of strategic organizational change”. In: International Studies of Management &
Organization 27.2, pp. 21–42.

Schulz, Martin (2003). “Pathways of relevance: Exploring inflows of knowledge into sub-
units of multinational corporations”. In: Organization Science 14.4, pp. 440–459.

Sheremata, Willow A (2000). “Centrifugal and centripetal forces in radical new product
development under time pressure.” In: Academy of management review 25.2, pp. 389–
408.

Sherr, Lorraine et al. (2000). “Viagra use and sexual risk behaviour among gay men in
London”. In: AIDS 14.13, p. 2051.

Smith, Wendy K and Michael L Tushman (2005). “Managing strategic contradictions: A
top management model for managing innovation streams”. In: Organization science
16.5, pp. 522–536.

Stinchcombe, Arthur L (1965). “Organizations and social structure”. In: Handbook of
organizations 44.2, pp. 142–193.

http://dx.doi.org/10.1111/j.1467-6486.2007.00697.x
http://dx.doi.org/10.1016/j.healthpol.2010.12.002
http://dx.doi.org/10.1016/j.healthpol.2010.12.002
http://www.sciencedirect.com/science/article/pii/S0168851010003659
http://www.sciencedirect.com/science/article/pii/S0168851010003659


REFERENCES 46

Subramaniam, Mohan and N Venkatraman (2001). “Determinants of transnational new
product development capability: Testing the influence of transferring and deploying
tacit overseas knowledge”. In: Strategic Management Journal 22.4, pp. 359–378.

Tsai, Wenpin (2001). “Knowledge transfer in intraorganizational networks: effects of net-
work position and absorptive capacity on business unit innovation and performance.”
In: Academy of management journal 44.5, pp. 996–1004.

Tushman, ML and CA OReilly (1996). “Ambidextrous organizations: Managing evolu-
tionary and revolutionary change”. English. In: CALIFORNIA MANAGEMENT RE-
VIEW 38.4, pp. 8–&. ISSN: 0008-1256.

Urbig, Diemo et al. (2013). “Investor Reactions to New Product Development Failures:
The Moderating Role of Product Development Stage”. In: Journal of Management
39.4, pp. 985–1015. DOI: 10.1177/0149206311416120. eprint: http://
jom.sagepub.com/content/39/4/985.full.pdf+html. URL: http:
//jom.sagepub.com/content/39/4/985.abstract.

Wilson, J. (2010). Essentials of Business Research: A Guide to Doing Your Research
Project. SAGE Publications. ISBN: 9781446242698. URL: http://books.google.
no/books?id=BnFymS0cjLsC.

Yin, Robert K (1981). “The case study crisis: some answers”. In: Administrative science
quarterly 26.1, pp. 58–65.

— (2008). Case study research: Design and methods. Vol. 5. SAGE Publications, Incor-
porated.

Yin, Wesley et al. (2009). “R&D policy, agency costs and innovation in personalized
medicine”. In: Journal of health economics 28.5, p. 950.

Zhou, Kevin Zheng, Chi Kin (Bennett) Yim, and David K. Tse (2005). “The Effects of
Strategic Orientations on Technology- and Market-Based Breakthrough Innovations”.
English. In: Journal of Marketing 69.2, pp. 42–60. ISSN: 00222429. URL: http:
//www.jstor.org/stable/30162044.

Appendix

http://dx.doi.org/10.1177/0149206311416120
http://jom.sagepub.com/content/39/4/985.full.pdf+html
http://jom.sagepub.com/content/39/4/985.full.pdf+html
http://jom.sagepub.com/content/39/4/985.abstract
http://jom.sagepub.com/content/39/4/985.abstract
http://books.google.no/books?id=BnFymS0cjLsC
http://books.google.no/books?id=BnFymS0cjLsC
http://www.jstor.org/stable/30162044
http://www.jstor.org/stable/30162044


Heikki Sørum
Amtmann Meinichs gate 17 , 0482 Oslo
heikkis@matnat.uio.no

March 7, 2013

DESTINATION

Inquiry about participating in research ( master thesis ) on clinical trial
innovation

Dear Sir or Madam,
My name is Heikki Sørum and I am currently working on my master thesis in
Entrepreneurship and Innovation at Oslo University (UiO), with a topic related
to biomedical industry and innovation. Besides an interest in Innovation and
Entrepreneurship I have a Bachelor in Chemistry from the University of Oslo with
a focus on quantum chemistry and nano-material synthesis.

Research background & goals
Succeding in clinical trials is an important market barrier for life science startup
companies. While there is a lot of medical litterature written about designing,
conducting and analyzing clinical trials, surprisingly little research is available on
clinical trial design in the context of business strategy and business development.

I am a looking for interview partners for my master thesis and I hope some of your
firm’s leaders or founders could participate as subjects for my thesis in Success
and failure of innovative clinical trial design among life science companies.

With your company’s permission, it would entail individual interviews with up to
3 relevant managers for roughly 1 hour each. Specifically, the research involve face
to face interviews with managers who were involved in decisions on clinical trials in
your company. I can also mention that the founder of Bionorpharma ASA Birger
Sørensen have agreed to act as industry reference. 1.

Result for your company
The final thesis will contain an executive summary section written specifically for
business oriented readers, and all particants can get a copy of the final thesis. The
practical reward for your participation is two-fold:

• You could get some (anonymized) insight in how other life science startup
companies think and reason with regards to their success factors in clinical
trial design.

• Insight in how life science companies innovate in the larger context of research
on innovation and entrepreneurship.

Ethical considerations
The research is done in accordance with the University of Oslo rules for master
thesis work and the accepted norms of ethical conduct for academic research. For
you as a potential participant the most relevant implications are:

• All participant must give explicit consent and be informed of the research
topic and it’s goals. Consent can be withdrawn at any time for any reason
prior to completion (15 may 2013).

• The content of a thesis is made public 2 years after its completion. Though,
the author can withhold electronic publication indefinitively.

1+47 404 07 565 / bs@bionorpharma.com / bsoren@online.no



• The identity of all participants and participating organisations will be kept
confidential (anonymized). This applies both in the final delivery and in any
gathered data that could be made available to others in any form.

The supervisor for this thesis is Dr. Birthe Soppe 2 Assistant Professor at Centre
of Entrepreneurship (SFE), UiO.

Sincerly,

Heikki Sørum

2+47 22 84 09 19/ birthe.soppe@sfe.uio.no / Senter for entreprenørskap, Postboks 1169 Blindern,

0318 Oslo

2



1 RESEARCH QUESTION 1

1 Research question

RQ: “What determine the success or failure of clinical trials for entrepreneurial
life science companies?”

2 Concepts

Market orientation was defined as “the capability to generate, disseminate,
and respond to intelligence pertaining to current and future customers”
(Kohli & Jaworski, 1990)

“Transactional leaders focus on making incremental improvements and mak-
ing the best use of existing process.” (Jansen et al., 2009)

“Leaders who are transformational encourage “out of the box thinking”,
information sharing and question assumptions” (Jansen et al., 2009)

“Red oceans represent to all the industries in existence today – the known
market space. In the red oceans, industry boundaries are defined and ac-
cepted, and the competitive rules of the game are known. Here companies
try to outperform their rivals to grab a greater share of product or service de-
mand. As the market space gets crowded, prospects for profits and growth
are reduced. Products become commodities or niche, and cutthroat compe-
tition turns the ocean bloody; hence, the term red oceans.” - W.Chan Kim
and Renee Mauborgne. INSEAD. 2005.

“Blue oceans, in contrast, denote all the industries not in existence today
– the unknown market space, untainted by competition. In blue oceans,
demand is created rather than fought over. There is ample opportunity for
growth that is both profitable and rapid. In blue oceans, competition is
irrelevant because the rules of the game are waiting to be set. Blue ocean
is an analogy to describe the wider, deeper potential of market space that is
not yet explored.” - W.Chan Kim and Renee Mauborgne. INSEAD. 2005.

3 Study questions

General background

1. How many clinical trials have you done?
2. How did they go and how did you evaluate them?



3 STUDY QUESTIONS 2

3. What kind if products was it and what was the intended patient group(s)?
4. What/who were the individuals that was involved in decision making?
5. How many fulltime employees does the firm have?
6. How many of the company founders are still in top management positions?

Market Orientation

1. Do you concider market uncertainty when deciding on clinical trial goals? 1

2. Does the firm’s segmentation aim for a narrow or wide patient population? 2

3. Does the firm try to define a initial small, narrow and exclusive market segment?
3

4. How does you firm determine the market demand? (Responsive, dialogue with
current and future customers) 4

5. And when does market demand considerations enter the picture in clinical trial
design? 5

6. Does the firm experience a lot of competition? 6

7. Does the behavior of competitors affect the design of clinical trials? 7

Leadership and teamwork

1. Are the major business related decision in clinical trial design done by teams or
by single individuals? 8

2. Are the firm leadership mainly transactional or transformational? 9

3. Does the leadership have an ability to change leadership style? 10

4. Are the relevant (to clinical trial design) teams mainly from the same background
(intra-disciplinary) or are the from diverse backgrounds (cross-class)? 11

5. What are the biggest resource limitations for the firm? 12

6. Does non-business development people generate ideas for and participate actively
in exploring new markets? 13

1Knightian uncertainty
2Niche vs mass market
3Blue ocean vs red ocean
4Dynamic Market orientation
5 High or low market orientation
6competitive market orientation
7Impact of competitive behavior
8team vs individual
9leadership style

10combining transactional transformational
11Team dexterity
12RBV vs Penrose
13contextual ambidexterity



3 STUDY QUESTIONS 3

Commercial focus and timeframe

1. What is the impact of the founders vision and market perceptions on clinical trial
design? 14

2. Does the founders vision/perceptions last long enough to affect phase II or III
trials? 15

3. Does/Did the founders have a clear commercial vision when they are/were in
charge? 16

4. What is the timeframe from decision on a clinical trial design until it is possible
to evaluate if it was correct or not (feedback cycle)? 17

5. Is the only focus of the firm technology innovation, or do they also emphasize
some business (process) innovation? 18

6. Is the commercial vision or market clearly defined from the beginning or does it
emerge as a consequence of results from clinical trials? 19

14Founder effect
15 Founder effect impact
16Founder vision
17iterative process or failure-is-not-an-option
18business exploration
19exploitation vs exploration


