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The Irish Pharmaceutical Healthcare Association and 
BioPharmaChem Ireland, representing the research-

based and manufacturing sides of the biopharmaceutical 
industry respectively, once again joined with the 
National Institute for Bioprocessing Research and 
Training (NIBRT) to host BioPharma Ambition 2018 in 
Dublin. This year’s meeting, held on February 21st and 
22nd, built on the success of the inaugural event.  
The island of Ireland has established itself as a place of global significance for the 
biopharmaceutical industry and is the ideal location to take a snapshot of where industry is with 
regard to innovation in manufacturing and medicine, as well as looking to the future to identify 
challenges and opportunities. BioPharma Ambition is now established as a major international 
convention for the biopharmaceutical industry.

A combination of interactive workshops and dynamic plenary sessions saw hundreds of 
stakeholders from all areas of the sector engage, network, and learn. With international policy 
leaders, renowned researchers and senior industry personnel present, the event illustrated the 
ambition of the industry for preserving and improving the health and well-being of populations. 
It also served to paint a picture of where the research is pointing and how Ireland will support 
innovation in discovery, development, manufacturing, and healthcare solutions into the future.

BioPharma Ambition provided a variety of case studies of various transformations taking place 
within the industry, including the introduction of new technologies, new research avenues, and 
new types of collaborations. The central themes featured at the conference were the future of 
manufacturing, pioneering discovery, and driving innovation. The agenda provided a platform for 
debate and discussion, and pointed to how Ireland will be central to the sector’s future. 
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The contribution of the biopharma sector to the Irish 
and global economies is undisputed; it employs 

over 28,000 people within Ireland, and this could rise 
to 36,000 by 2020. 
The island of Ireland was the sixth 
largest medicinal and pharmaceutical 
manufacturing hub in the world last year 
and the capital investment provided by 
the 75 pharmaceutical companies with 
a presence here has significant knock-on 
benefits. 

A decade on from the beginning of the 
fiscal crisis, Ireland’s relentless recovery has 
been buttressed by the robust performance 
and growth of the biopharma sector. 
Ireland enjoys a perfect combination 
of the elements necessary to provide 
innovative solutions for patients and thus 
a competitive advantage; high-quality 
regulation, a skilled workforce, a thriving 
research community, and a sustainable 
corporate tax regime. This is underpinned 
by continued Government support, 
including the IDA, Science Foundation 
Ireland, and IBEC. It is a testament to 

the substance behind the Irish business 
model that Ireland is considered a 
global champion of innovation and drug 
development, positively impacting the 
healthcare needs of patients across the 
world.  

The merits of innovation without access are 
few, however, and industry, regulators, 

and policymakers must work together 
to ensure that patients benefit from 
breakthroughs in drug discovery and 
delivery. IPHA member companies are in 
the business of making the fruits of this 
innovation available to patients but this 
process is unfortunately not as efficient 
in Ireland as in other countries. The 
pricing and reimbursement framework 
agreement provides a platform for access 
yet Irish patients continue to wait longer 
for lifechanging medications than their 
counterparts across the European Union. 

Introduction
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The success of the inaugural BioPharma 
Ambition event in 2016 highlighted 
the benefit of bringing together leading 
stakeholders across the entire biopharma 
sector to debate and discuss how 
innovation can flourish and make its way 
efficiently to patients with unmet medical 
needs. As an all-island event, it is designed 
to showcase innovation and collaboration 
both north and south, shining a light on 
what our universities, research facilities, and 
start-ups are capable of. A carefully selected 
programme of events and speakers seeks 
to provide a coherent picture of Ireland’s 
position as a centre of international 
excellence in research and manufacturing 
innovation. 

While Ireland remains a compelling location 
for investment in research, development, 
and manufacturing, the changing global 
political and healthcare landscape means 
we cannot afford to be complacent. This is 
compounded by the wider challenges the 
industry is facing as Industry 4.0 takes hold, 
and organisations work to adjust to the 
new capabilities and technologies required. 
Resilience and agility will be required 
for biopharma to skilfully operate in the 
increasingly complex space between the 
manufacturer, the healthcare provider, and 
the patient. Fostering a global environment 
where innovation can thrive benefits all 
stakeholders.
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Each of the world’s top 10 pharmaceutical 
companies has a presence on Irish shores and 
a period of sustained growth has seen over 
€10 billion invested in Ireland over the last 
10 years.

The challenge now lies in maintaining this 
strong position and continuing to build upon 
our past successes. In addition to broader 
industry concerns and challenges, the 
looming prospect of a hard Brexit poses a 
specific threat to the Irish biopharma industry, 
and this cropped up several times throughout 
the conference.

Ireland is one of the leading research, 
development, and innovation locations in 
the world and currently ranked as the eighth 
most innovative country in Europe, Jim 
Daly TD, Minister of State for Mental Health 
and Older People, said in his address to the 
meeting. 

This laudable position is strongly 
underpinned by collaborative interests 
between industry, academia, state agencies 
ands regulatory authorities. 

Minister Daly acknowledged the importance 
of building a competitive, innovative 
and resilient Ireland, which can deliver 
higher standards of living for all. Ireland’s 
biopharmaceutical sector will play a crucial 
role in establishing Ireland as a global 

innovation leader and investment in the 
biopharma sector is even more critical as 
Brexit comes closer, to ensure Ireland has the 
capacity to diversify into new markets.

Ireland as a hotbed 
for innovation and 
manufacturing 

An important aspect of BioPharma Ambition is to 
showcase Ireland’s booming biopharmaceutical industry. 

The statistics speak for themselves: biopharmaceuticals are 
the single largest exporting sector of goods from Ireland, and 
account for 55% of all goods exported. 

Jim Daly TD, 
Minister of State for Health
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The Government is more than aware of 
the biopharmaceutical industry’s ongoing 
contribution to the economy in terms of 
investment, jobs and exports, as well as  
its significant contribution to the Irish 
health service. He praised the most recent 
pricing and reimbursement framework 
agreement between the State and IPHA, 
which he said has ensured Irish patients 
continue to receive the treatments 
they require. Yet he also cautioned 
that innovation can be costly, and the 
healthcare budget is not infinite. 

Our unique and admired tax structure plays 
a key role in maintaining a competitive 
biopharma sector within Ireland. “Ireland 
has had 60 years of a tax policy that 
is aimed at giving a good return on 
investment to both Irish indigenous 
manufacturers but also to foreign direct 
investment, and it has worked,” explained 
Jean Delaney of PWC. 

What industry requires is a low effective tax 
rate that is sustainable, allows organisations 
to make an investment efficiently, enjoy a 
prudent rate on profits as they are earned, 
and also make it attractive to reinvest those 
profits.  Recently, however, we have entered 
into a period of flux; while Ireland must be 
cognisant of the dual challenges of Brexit 
and US tax reform, Delaney was confident 
of Ireland’s continued lure. “As a gateway 
to the EU with access to over 500 million 
consumers, Ireland remains a very attractive 
location in which to invest.”

While Brexit will undoubtedly bring 
challenges to the industry, Lorraine Nolan 
of the Health Products Regulatory Authority 
(HPRA) believes that the EU is structured 
in such a way that the biopharma industry 
is well positioned to navigate Brexit 
successfully. Meanwhile, Martin Shanahan, 
CEO of IDA Ireland, told delegates he 
has seen a “huge amount of interest” in 
companies looking to invest in Ireland given 
potential post-Brexit regulatory challenges. 
“Brexit presents significant challenges, 
but it has also created significant mobile 
investment.”

Closer to home, Ireland must rise to meet 
the requirements of its rapidly expanding 
biopharmaceutical sector, particularly when 
it comes to providing a skilled workforce. 
Our education system must focus on 
fostering fresh talent for the industry, who 
are able to adapt to such an innovative 
landscape. In addition, the work carried out 
by NIBRT in proving practical training in 
bioprocessing was lauded.

The meeting saw international speakers 
take every opportunity to praise 
Irish research capability, talent, and 
infrastructure, and there was consensus 
that Ireland has the capacity to punch 
above its weight with the proper ongoing 
investment; 

“it’s now time to  
up our game.”

 “Delivering new innovative medicines to  
patients in need is becoming more and more 

challenging as the upward trajectory of the 
medicines bill is not sustainable.”

Martin Shanahan
Chief Executive IDA
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The power
of collaboration

Dominic Carolan (NIBRT), Prof. Ron Kander (Jefferson University), Killian O’Driscoll (NIBRT), Kathy Gallagher (Jefferson University)
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The 21st century has heralded a new era 
of openness and collaboration across the 

biopharmaceutical sector. Inter-organisational, 
inter-disciplinary, and international – the world 
of biopharmaceuticals has become the ultimate 
global village. Academia, industry, technology, and 
regulators are no longer operating in silos.
As biopharma recognises its need to 
diversify in the drive for innovation 
within industry 4.0, the synergistic value 
of such collaborations is increasingly 
being recognised. Complementary skills, 
expertise and knowledge from external 
vendors offer enormous opportunities 
in terms of providing economies of 
scope as well as stimulating innovation. 
Furthermore, collaboration may often 
offer the answer to some or all the skills 
shortages being experienced within 
biopharma.

Discussed at length during the 
conference was the value of these multi-
stakeholder collaborations in bringing 
innovative medicines to patients, as they 
benefit research, manufacturing, and 
access. An important aspect is equality, 
and the conference heard. 

that identifying the common goals 
within differing industry and academia 
mindsets is critical to the success of 
these partnerships.

 
Announced during the conference, 
NIBRT’s ground-breaking collaboration 
with Jefferson University in Philadelphia 
served to illustrate the value of 
forging international partnerships 
and fostering strong relationships. 
The institute is building on a strong 
history of partnerships, such as those 
with Thermofisher, GE Healthcare and 
Emerson. The latest news comes after 
a bumper 2017 for NIBRT, with a record 
4,000 trainees making their way through 
the state-of-the-art facility.

Also discussed at the meeting was the 
recent InterTrade Ireland facilitation of 
cross-border research by Cancer Trials 
Ireland and the Northern Ireland Cancer 
Trials Network – an unprecedented 
collaboration that stemmed from a 
conversation that took place during 
BioPharma Ambition 2016. The meeting 
heard this initiative has the potential to 
fundamentally change how research is 
done across the island of Ireland. 
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Indeed, fewer degrees of separation across 
the Irish academia/industry landscape 
mean that collaborative opportunities 
abound. Within the session entitled 
“Unlocking the collaborative potential 
of data and clinical research”, chair 
Eibhlin Mulroe CEO of Cancer Trials 
Ireland emphasised the value of cancer 
cooperative research groups such as 
Cancer Trials Ireland, who she said, “ask 
the research questions other players in 
the sector will not”, adding a transparency 
not seen elsewhere. Meanwhile, medical 
oncologist and clinical lead of Cancer 
Trials Ireland Professor Bryan Hennessy 
added that the international collaborations 
Cancer Trials Ireland have entered into 
help to provide ideas and answers every 
day that would not be possible in isolation, 

as well as allowing Irish patients access 
novel therapies. He believes the recent 
InterTrade Ireland initiative between 
North and South has the potential to 
fundamentally transform how research is 
carried out on the island of Ireland. 

Also at the meeting, Prof. Mike Zaworotko 
of University of Limerick announced the 
forthcoming launch of (bio)pharma Europe, 
an offshoot of (bio) pharma Ireland, to 
take place in April. This inclusive industry/
academia partnership is working to 
create a more innovative environment for 
pharmaceutical manufacturing in Europe, 
and Prof. Zawarotko asked attendees from 
industry to consider getting involved.

Eibhlin Mulroe
CEO of Cancer Trials Ireland
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A notable industry-academia alliance 
highlighted during the meeting was that of 
Johnson and Johnson Innovation (Janssen) 
working with Professor Colin Hill on cutting 
edge microbiome research at the Alimentary 
Pharmabiotic Centre in University College 
Cork. Dr Louise Jopling, senior director 
of innovation at the company, said her 
organisation is committed to bringing 
transformational medicines to market, 
irrespective of the platform or the asset to the 
benefit of patients and working with partners 
to accelerate scientific discovery, particularly 
in immunology. Academia can be a new 
source of lightbulb moments for industry; 

“When we first spoke to Colin and his team 
about their work, it wasn’t something we had 
really thought of at that stage,” she admits. 
Jopling added that Science Foundation 
Ireland had made the collaboration process 
streamlined and infinitely easier, by providing 
support and matched funding.

The myriad networking opportunities 
provided by Biopharma Ambition 2018 
will undoubtedly lead to future fruitful 
collaborations. 

Dr Louise Jopling 
Johnson and Johnson 

 “Progress will depend on collaboration –
 ‘to go fast, go alone, to go far, go together” 

Dr Richard Schilsky

Prof. Collin Hill
UCC
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From the role of crystals in the real world, as is being teased 
out at University of Limerick, to the selective ferocity of 

phage, under the microscope at University College Cork, 
translational medicine continues to awe and inspire. 

A paradigm shift in 
drug discovery

The next generation of therapeutics 
requires new ways of thinking, and where 
basic science and industrial expertise 
dovetail is where the best of advanced 
therapeutics will be identified.

Industry is at a turning point in the 
blockbuster era. The traditional drug 
discovery process is a long and arduous 
one, with no guarantee of return on 
investment, and BioPharma Ambition 
2018 heard many examples of how 
the traditional R&D model is evolving 
as pharma becomes leaner and more 
focused. Recent research shows that at 
least 50% of the product and portfolio 
mix across pharma is composed of 
biologics and specialty products. 

As the industry shifts to making more 
targeted drugs for smaller and smaller 
populations, there is a growing realisation 
that they must go back to basics in order 
to maximise the chances of a new drug’s 
successful transition through all stages 
of clinical development. Enlightened 
pharmaceutical companies are working 
closely with researchers and scientists 
in a bid to determine the basic biology 
that will allow a drug to fail or succeed. 
The patient is also at now the forefront as 
organisations engage with the end user 
at every step in the process. A chorus of 
voices at the meeting acknowledged a 
paradigm shift in medicine is underway – 
no longer are medicines developed with 
the goal of treating signs and symptoms, 
but rather to achieve long-term, sustained 
remission, thus adding true value to 
patients’ lives. Biopharma must learn to 
operate within this drastically different 
business model.
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The conference heard that genetic medicine 
represents the “third wave” of pharma 
innovation, and the new diagnostics 
and treatments it enables will have a 
transformative impact on large and small 
patient populations. Learnings from human 
genetics will impact the entire spectrum of 
patient care, benefiting patients, healthcare 
providers, and health systems. Evidence 
that the biopharmaceutical sector is at the 
cutting edge of this wave was evident in 
the many case studies presented over the 
two-day event. 

“Omics” technologies are at the forefront in 
Industry 4.0 and the decades of groundwork 
on the human genome have led us to this 
point with genomic medicine. Believed 
to be the key to better understanding 
human disease, it has been enabled by 
technological advances such as the advent 
of whole genome sequencing in 2014. 
The arrival of personalised or “precision” 
medicine is nigh, and by 2020 this concept 
is expected to be a reality. Sean Ennis of 
Genomics Medicine Ireland highlighted 
how medicine can be tailored; in the future 
physicians will ask whether your treatment 
is suited to your genes. His organisation 
is leading large-scale, population-based 
genome research studies across the 
island of Ireland, leveraging the unique 
homogeneity of the Irish population to build 
a world class disease-specific population 
genomics database. 

Gene therapy offers the potential to provide 
one-time transformational treatment for 
rare and difficult to treat conditions. There 
remains a knowledge gap in translatability 

of what we do in pre-clinical regulatory 
and knowing that will eventually have an 
impact in patient during clinical trials – the 
power of clinical genetics is to fill that gap. 
A drug target with a genetic link to disease 
has a two-fold greater chance of success, Dr 
Steven Elmore, Vice President of Discovery 
Research AbbVie, told delegates. AbbVie 
are partnering with Genomics Medicine 
Ireland on their database project and Dr 
Elmore echoed Mr Ennis in praising Ireland’s 
“discovery power”. 

The challenge lies in linking genetic variants 
to biology, but Dr Elmore noted that the 
scientific “toolbox” is expanding; next 
generation sequencing has allowed for 
rapid and cost-effective sequencing, while 
bioinformatic and analytic methods are 
advancing in tandem, as is clinical data 
capture. “It won’t be long before we have 
an entire catalogue of genetic variation 
with very strong linkage to clinical traits 
that we are interested in – it’s our job to 
figure out how we will translate that into 
therapeutics,” he explained. 

Yet scaling gene therapy production for 
systemic disease remains a challenge, 
Dr John Murphy of Pfizer’s Rare Disease 
Research Unit told conference delegates. 
The biopharmaceutical industry is on a 
journey from developing products that 
have a modest impact on large populations 
to drugs that are having a lifechanging 
impact, but in smaller, more precise, 
populations. Genetic medicines offer the 
potential to have a dramatic impact on 
rare monogenic diseases, providing one-
time, transformational treatment. Gene 
editing techniques such as CRISPR and 
Zinc Finger have already proved disruptive, 
while the power of RNA interference 
(RNAi) to “silence” genes is rapidly being 
exploited. Pfizer is focusing on gene transfer 
techniques, where a functioning gene is 
added directly to a patient.

 “Ireland is a rich source for genomic 
research and is the ideal symbiotic 
environment for developing 

 precision medicine,” 
 Sean Ennis

Dr John Murphy
Pfizer’s Rare Disease 
Research Unit

Dr Steven Elmore
Abbvie
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The realities of 
manufacturing in 
Industry 4.0

Scott Lawson
PwC
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Biopharmaceuticals has successfully navigated 
through the onset of digitisation and the 

emergence of disruptive technologies. 

Yet as Industry 4.0 leads to unprecedented 
automation and data exchange in 
manufacturing technologies, now is 
the time for the biopharma industry 
to act decisively, Scott Lawson of PWC 
told the manufacturing workshop at 
NIBRT. Organisations must transform 
their business models from end-to-end; 
digitization of physical assets and the 
integration of partners within an ecosystem 
is at the core of the modern supply chain. 

Surviving and thriving in Industry 4.0 will 
require new capabilities and technologies: 
big data analytics, advanced artificial 
intelligence, 3D printing, continuous 
manufacturing – the list continues. The 
integration of digital and manufacturing 
technologies will be the hallmark of 
success in the new digital ecosystem. 
Harnessing the power of data will breed 
success; the average product will generate 
one petabyte of data in its lifetime. Yet 
some 60-70% of data goes unused; for 
example, most companies use less than 
one per cent of this to drive continuous 
improvement in manufacturing.

This was emphasised by Sam Kandala of 
GE Healthcare Life Sciences. Life sciences 
is an evolving industry, with change being 
driven by factors such as biologics coming 
off patent, newly-diverse drug pipelines, 
the push for personalised medicine, and 
the move towards localised manufacturing. 

This evolution is catalysed by challenges 
such as the requirement to provide new 
drugs at a lower cost, adapt quickly to 
market demand, and reduce the time 
it takes products to reach market. As 
biologics continue to dominate new 
product pipelines, their high cost will 
continue to be a concern for country health 
systems.

Yet there are other challenges closer to 
home. According to Dominic Carolan, Chief 
Executive Officer of the National Institute 
for Bioprocessing Research and Training 
(NIBRT), the industry had €200 billion 
in sales in 2016, and this is expected 
to climb to €270 billion in 2020. This 
stellar growth must be viewed within the 
prism of changing trends in healthcare 
and technology. Country health systems 
are under increasing pressure with the 
high cost of the new biologics, while the 
introduction of biosimilars are becoming 
more impactful. Meanwhile, new therapies 
have undeveloped manufacturing 
solutions.
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Yet the two biggest challenges for the biopharma industry 
are costs and talent. Carolan added that while emotional 
intelligence is becoming more important to industry, 
technical skills will remain paramount. This is as relevant 
in Ireland as it is globally, said Carolan; “Our huge growth 
in this sector creates a bioprocessing skills requirement.” 
A recent survey carried out by NIBRT in conjunction with 
Medicine Maker confirmed that practical training was 
by far the most effective. The unique training provided 
by NIBRT supports custom solutions for companies in 
research and training in bioprocessing, helping support 
the transition to new technologies. The announcement of 
the collaboration with Jefferson University in Philadelphia 
means that NIBRT’s unique offering in this space is now 
going global.

Within the wider scale paradigm shift that Industry 4.0 
will necessitate are some more acute, practical concerns. 
Outdated regulations of yesteryear do not fit today’s 
technology; this raises the risk of stifling innovation 
and technological progress. For example, adapting 
current Good Manufacturing Practice (GMP) regulations 
to innovative technologies is essential, particularly as 

international harmonisation marches on. Industry must 
remain patient with regulators as they strive to enhance 
their approach and awareness of emerging technologies. 
“Regulators must strive for uniformity and consistency in 
interpretation of requirements and act when necessary 
to mitigate against true public health risks – this 
benefits industry as well as patients,” Principal and GM 
of DL Chesney Consulting, David L. Chesney told the 
Wednesday plenary session.

Regulatory issues have the potential to impede necessary 
innovation in manufacturing. Prof. Mike Zawarotko 
of University of Limerick emphatically outlined how 
cocrystals are a “low risk, low cost, high reward route to 
new and better medicines”. Yet despite being endorsed 
by the FDA, regulatory requirements are still to be unified.

There was consensus that regulatory considerations 
should be paramount in manufacturing innovation, and a 
balance between pragmatism and ambition is required. 
Regulations must be modernised to become more 
science and risk-based, according to Moheb Nasr, PhD, 
of Pharma Regulatory Consulting. He also criticised the 

Dominic Carolan
NIBRT

Prof. Mike Zawarotko 
University of Limerick

Brendan O’Callaghan
Biologics Platform, Sanofi

“Our huge growth in this sector 
creates a bioprocessing skills requirement.”

 Dominic Caraolan
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lack of clarity on regulatory expectation, and 
the failure by global regulators to accept 
and support novel manufacturing practices. 
While there has been some regulatory 
progress, it is happening at a slow pace and 
this poses challenges for industry now and 
into the future.

The new reality of manufacturing is 
digital, data-driven, and flexible. Brendan 
O’Callaghan, Senior Vice President & Global 
Head, Biologics Platform, outlined the 
rapid shift to biologics in the development 
pipeline at Sanofi Genzyme, a trend he says 
will not abate. When it comes to biologics, 
increasing complexity in the breadth 
and depth of modalities has significant 
implications for manufacturing strategy. 

Despite these multiple modalities, the 
convergence of technologies is driving down 
scale and allowing single-use smaller scale 
platforms to be viable, with co-location of 
development and manufacturing critical 
to success. Development of the digitally 
enabled “BioCampus” allows for flexible 
manufacturing solutions – this is now 
moving from a concept to reality, and will 
be product and modality “agnostic”. 

Agility will be critical and the 
biopharmaceutical industry must respond 
deftly to macro and micro trends. 
Graham Symcox, managing director at 
PharmaCentaur, told the plenary session 
this means a new paradigm for operations, 
with a shift in thinking from products to 
solutions, achieved within an expedited 
development timeline. As development 

and manufacturing becomes increasingly 
strategic, chemistry, manufacturing 
and controls (CMC) will become the key 
business process, he said, echoing Nasr. 
“There are stories that 50% of approvals 
that are granted are not realised because 
people can’t be successful with the CMC 
pathway. This is becoming a real bottleneck 
and a handbrake on innovation.” He 
believes Ireland has a unique opportunity 
to lead the world with this new operations 
paradigm as it is already home to all the 
key elements.

Graham Symcox
 MD, PharmaCentaur
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The data tsunami

Biopharma must surf the data tsunami and not be 
overwhelmed by its sheer volume. This was one of the key take-
home messages of BioPharma Ambition 2018.

The level of data available to the industry 
– and the world – is almost beyond 
calculation. As it continues to grow 
exponentially, leveraging its myriad uses 
and benefits will be an ongoing challenge 
for industry. The twin challenges of privacy 
and processing loom large.

That the traditional industry data model 
needs to change is without question, 
but what will this new model look like? 
Dr Muhammed Ali of MSD International 
argued that industry must switch over to 
one of “neo data driven decision making”, 
with data collection and analysis at every 
point in the patient journey. This would 
be achieved using currently available 
technologies including apps, online, 
and wearables, as well as forthcoming 
technologies such as home sensors, 
digital assistants, and predictive analytics. 
Analysing this raft of data is where 
augmented learning comes in.

Back in the lab, unlocking the potential of 
clinical research data must be a priority 
for anyone involved in the wider research 
sphere, including industry, academia, and 
regulators. Data sharing was a cornerstone 
of ex-US Vice President Joe Biden’s National 
Cancer Moonshot initiative and across the 
entire global research community this issue 
continues to gather significant momentum. 
The technology now exists to make sharing 
of data both feasible and convenient, 
and this is underpinned by a growing 
imperative to do so for the advancement of 
clinical research. For industry, this will also 
serve to enhance the efficiency of clinical 
research – invariably a major bottleneck for 
those involved in trials.

“Data is increasingly fast and furious. I 
believe that artificial intelligence can be 
a gift to modern medicine, transforming 
the way it is both taught and used” 

 Dr Muhammed Ali

Dr Muhammed Ali
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Efforts are being made in the US to enhance 
the transparency of clinical trial results 
and share clinical data with the public; 
just recently, the FDA has taken steps to 
enhance the transparency of clinical trial 
information to support innovation. Richard 
Schilsky of ASCO says a culture must 
be created whereby data sharing is the 
norm. Yet progress is slow: “There is a lot 
more talk about data sharing than there 
is actual sharing of data,” he admitted. 
Impediments to clinical trial data sharing 
include cost, security, governance/legal, and 
intellectual property issues but these must 
be overcome for the benefit of progress. 
Sharing data will also help avoid duplication 
and streamline traditional clinical research, 
particularly in areas such as oncology. 

A combination of real world data and trial 
data will ultimately make clinical trials 
more efficient.

Carried in this tidal wave of data are very 
real concerns about privacy and consent. 
The imminent introduction of the General 
Data Protection Regulation (GDPR) in 
May 2018, while it will be a challenge 
for academia and industry in terms of 
compliance, will ultimately provide more 
protection for the individual.

“Cancer is increasingly understood as 
a collection of rare diseases – the 

conventional clinical trial is becoming 
obsolete, and it is no longer possible to 

conduct a randomised controlled trial in 
every population that might benefit”

Dr Richard Schilsky
Dr Richard Schilsky
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Regulators function as the enabler 
between science and healthcare systems. 
When it comes to the question of which 
of the global systems best supports 
innovation, each has its own examples 
of best practice, but Lorraine Nolan of the 
HPRA praised the European Medicines 
Agency (EMA) for its willingness to 
adapt and evolve over the past 23 
years. Innovation is international, and 
regulators must begin to work together 
to ensure timely access to medicines. 
This was underpinned by regular 
reference throughout the meeting of 
earlier engagement with regulators in 
the drug development process; rather 
than presenting the finished product to 
regulators for assessment, industry is 
beginning the conversation at the very 
earliest stages of R&D. New ways of 
achieving this are being explored – Dr 

Nolan outlined the concept of PRIME, a 
voluntary scheme launched by the EMA 
to enhance support for the development 
of medicines that target an unmet 
medical need, based on enhanced 
interaction and early dialogue with 
developers of promising medicines, to 
optimise development.

There was a consensus throughout 
the meeting that innovation must be 
pragmatic in its approach: “It doesn’t 
matter how much innovation we in 
industry can do, if it cannot be delivered 
to the patient. We have to be pragmatic 
and we have to ensure that our ambition 
and our expectations do not get in the 
way of us delivering good medicine,” said 
Prof. Mike Zawarotko.

Protecting innovation 
& ensuring access 

One key theme emerging during BioPharma Ambition 2018 
was that of the growing need to protect and preserve 

innovation. As humans live longer, the need to improve the 
quality of this longevity will only be satisfied by a steady 
trickle of effective, high quality medicines. This growing 
urgency means regulators will increasingly tread a fine line 
between delivering quickly but also safely.

Dr Lorraine Nolan
Chief Executive, HPRA

Jean Delaney
PwC
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Within the wider ecosystem, there has 
been a palpable shift in the past five 
years within the regulatory community, 
with regulators now realising they must 
engage with innovation in order to stay 
ahead of the curve and provide patients 
with novel, effective treatments. This 
engagement is happening earlier in 
the innovation process International 
collaboration is key – innovation 
is global so regulators must work 
together. Examples of this include the 
EMA Innovation Task Force and the 
Joint HMA-EMA Innovation Network, as 
well as global initiatives such as the 
International Coalition of Medicines 
Regulatory Authorities. These allow for 
sharing best practice in horizon scanning 
methodologies as well as leveraging the 
outcomes of this horizon scanning, e.g., 
in critical innovation and identification of 
expertise and skills requirements.

Strong IP protection is necessary so 
that innovation can thrive. Europe 
has benefited enormously from the 
introduction of IP and market incentives, 
transforming the lives of patients, 
improving health outcomes and 
contributing to a thriving economy. And 
even within the dynamic environment 
of biopharmaceuticals, IP and market 
incentives will remain critically important 
in to the future. Since the 1990’s, the 
industry has brought over 1,100 new 
medicines to European patients, radically 
improving their lives, Andy Powrie-Smith 
Director of Communications with EFPIA, 
told delegates. The delivery of lifesaving 

medicines is dependent on IP incentives; 
a key example is orphan and paediatric 
incentives, which have been key to 
foster innovative treatments for patients 
previously without options. “It is the 
intellectual property framework that gives 
companies the protection, the confidence 
and the assurance that enables them 
to take those steps and make those 
investments.”

Converting research into innovation is 
becoming more difficult. Pharmaceutical 
R&D is an increasingly resource-intensive 
and long-term process, with no guarantee 
of success. Clinical trials are becoming 
longer, more labour-intensive and more 
complex, and thus more likely to fail; 
indeed, success rates from Phase 1 to 
launch have decreased by almost 30% in 
recent years. IP provisions work side-by-
side to enable pharmaceutical companies 
to continue innovating and promote 
competition, despite these obstacles.

These must be maintained despite the 
growing pressure on payers. Medicines 
expenditure has risen slowly relative to 
other health costs, representing a small 
portion of total healthcare expenditure, 
said Powrie-Smith. He cautioned against 
a misguided belief that IP is at least 
partly to blame for the rise in drug 
costs; differences in prices and coverage 
despite the identical, pan-European IP 
incentives in places show that prices are 
not linked to IP. “IP protection enables 
the innovation necessary to foster 
competitive conditions, in turn driving 
down medicines prices.” Europe must 
continue to build on successes from IP 
incentives and consider opportunities to 
address new challenges.
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The biopharma sector in Ireland goes from 
strength to strength with 2017 export 

figures worth €67 billion. Yet in recognising 
our strengths, we must also identify the 
concomitant threats, weaknesses, and 
opportunities.
Industry 4.0 and the changing global healthcare landscape brings a raft of 
new challenges for the biopharmaceutical industry: integration of emerging 
technologies; digitisation; regulatory hurdles; access, pricing and reimbursement; 
and R&D productivity and costs. What this will mean in the short, medium, 
and long-term for biopharma is already the subject of intense discussion, and 
BioPharma Ambition helped to illustrate how the industry is taking care to diversify 
and collaborate.

Ireland’s economy has moved from a recovery phase into a growth phase, and the 
biopharma sector’s role in this should not be underestimated or underappreciated. 
Cognisance of the changing political environment in large markets such as the UK 
and the US should be matched by awareness of untapped potential in emerging 
markets. 

According to Matt Moran, director of BioPharmaChem Ireland, the take home 
message should be that innovation is key and the patient is key. “This meeting 
helps to represent an end-to-end industry, one that flourishes due to its supply of 
innovation but one that allows patients to access that innovation.”

CONCLUSION

Mary Dickens 
President IPA

Dr David Keenan
Chairman, BPCI
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