
Life-Sciences Companies are 
Converting to Electronic Trial 
Master Files 

A study published by Cut-
ting Edge Information found 
that the goal for U.S. phar-
maceutical companies is to 
increase their percentage of 
electronic documents from 
an average of 38% to 76% by 
the year 2020.

On a global scale, surveyed clinical teams esti-
mated that an average of 54% of their trial master 
files (TMFs) are electronic, but they expect this 
balance to shift to 88% by 2020. However, coun-
try-level teams in emerging markets are antici-
pated to undergo the most dramatic change. On 
average, Brazil and India plan to increase their 

no selection biomarkers were used, according to a 
recent study of clinical development success rates 
by Biotechnology Innovation Organization (BIO). 

The study, conducted in partnership with Am-
plion and Biomedtracker, recorded and analyzed 
9,985 clinical and regulatory phase transitions, 
across 1,103 companies. Using clinical trial data 
from the past decade, the study compares groups 
of diseases, drug modalities and other attributes to 
generate the most comprehensive analysis, to date, 
of biopharmaceutical R&D success.

Other findings: 
  Of the 14 major disease areas studied, hematol-

ogy had the highest LOA from Phase I (26.1%) 
and oncology had the lowest (5.1%).

  Oncology drugs were approved the fastest of all 
14 disease areas.

  Rare disease programs had higher success rates 
at each phase of development vs. the overall 
dataset.
“Combining Amplion’s biomarker database 

with Biomedtracker’s clinical transition records we 
were able to, for the first time, quantify the benefit 
of using selection biomarkers in drug develop-
ment,” says study author David Thomas, BIO’s se-
nior director of industry research. “In combination 
with the rare disease section of the report, these 
results appear to be revealing the overall strength 
in targeting well-defined, homogenous patient 
populations.”

Low Levels of Adherence Remain 
Barriers to Reducing Diabetes Costs 

Despite improved diagnosis and advances in treat-
ment options for individuals with type 2 diabetes, 
sub-optimal therapy adherence and persistence 
result in significant economic and societal burden 
as well as avoidable patient complications in six 
diverse healthcare systems around the world, ac-
cording to a new report series issued by the IMS 
Institute for Healthcare Informatics. 

Disease complications account for an esti-
mated 61% to 80% of type 2 diabetes-related costs 
in the countries studied, with 4% to 15% of costs 
linked to poor adherence and persistence. Effective 
patient activation — how well people understand 
their role in the care process along with their abil-
ity and willingness to actively manage their own 
health and care — is key to deriving greater value 
from existing diabetes treatments.

“The rising prevalence of type 2 diabetes and 
its associated complications is the root of consid-
erable strain on society and an economic burden 

distribution of electronic and paper documents 
from 8% and 92% to 77% and 23%, respectively.

“The predicted increase of electronic TMF files 
can be partially explained by FDA, MHRA, and EMA 
guidance,” says Sarah Ray, senior research analyst 
at Cutting Edge Information. “However, companies 
were hesitant to make this transition because they 
considered wet ink signatures a necessary part of 
their TMF. However, the MHRA and EMA agencies 
stepped in and offered guidance in favor of reduc-
ing industry reliance on wet ink signatures, making 
companies more comfortable with the change.”

A Look at Clinical Development 
Success Rates

Clinical trial programs that used selection bio-
markers saw an overall likelihood of approval (LOA) 
from Phase I of 25.9%, compared with 8.4% when 

Study Reveals High Confidence in Digital Transformation 
SUCCESS DESPITE MAJOR CHALLENGES

 Trending now:  Almost 70% of executives still predict digital transformation 
success in the face of major corporate roadblocks.

HILE A majority of companies expect to meet 

digital transformation objectives in 2016, more 

than 60% believe they must first make significant 

organizational changes to reach these goals.

The study, conducted this spring by the Economist Intelli-

gence Unit (EIU) and sponsored by Pegasystems, is based on 

a global survey of 282 executives from key industries such as 

healthcare, financial services, biotech, pharmaceutical, and tele-

communications. Executives expressed high confidence in their 

digital transformation plans, with 69% expecting to achieve 

their digital goals set for this year. Failure is not an option for 

most, as 77% report digital transformation is their company’s top strategic priority in 2016, and 

poor financial performance looms as the top consequence for not meeting this goal.

One reason for the optimism can be found in the way executives are approaching digital 

transformation as an opportunity to thrive as opposed to a market threat to be feared. The 

prospect of gaining a competitive advantage is the largest driving influence on how organi-

zations set their digital transformation priorities, with 48% of business leaders citing it as a top 

factor. In contrast, only 25% identify competitive pressure as a lead driver for pursuing digital 

transformation.

“With the pace of digital change continuing to accelerate, it’s never been more important for 

senior business leaders to carry the torch for digital transformation within their organization,” 

says Don Schuerman, CTO and VP of product marketing, Pegasystems. “The future of many com-

panies now depends on their ability to translate digital potential into a competitive advantage. 

This is an all-encompassing effort that requires top executives to champion the deployment of 

flexible, digital technologies that change the way they engage with their customers.”

W 

Pharma Trax
SALES, MARKETING,
AND R&D TRENDS AFFECTING
THE HEALTHCARE INDUSTRY

Don Schuerman

Sarah Ray
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Therapeutic trax

Arthritis 

The rheumatoid arthritis testing market is 

forecast to rise from $338.5 million in 2015 

to $399.5 million by 2022, representing a 

CAGR of 2.4%. This growth, which covers 

15 major markets, will mainly be driven by 

the increasing prevalence of autoimmune 

diseases globally, emerging biomarkers, 

and advancement in technology for early 

diagnosis of rheumatoid arthritis, increasing 

adoption of anti-cyclic citrullinated peptide 

(anti-CCP) antibody tests, and rising demand 

for lab automation.

Source: GlobalData

Dermatology

The global dermatology market was valued 

at $20 billion in 2015, and is projected to 

grow at a CAGR of 7.73%, reaching $33.7 

billion in 2022. Key drivers of this growth 

will be the uptake of recently approved 

premium biologics, as well as promising 

late-stage products that are expected to be 

highly valuable.

Source: GBI Research

The psoriasis market is set to rise from $6.6 

billion in 2014 to more than $13.3 billion 

by 2024 at a CAGR of 7.3%. This growth will 

be driven by the launch of novel psoriasis 

products, uptake of biosimilars for currently 

marketed biologics, and the expansion of 

existing psoriasis therapies such as dimethyl 

fumarate from Germany into the U.S. and major 

European markets.  

Source: GlobalData

Diabetes

The diabetes complications space has high 

potential for changes and improvements as it 

becomes more diverse, with 30% of diabetic 

complication products in active development 

considered to be first in class. About 31.7% of 

products in the entire metabolic pipeline are 

first-in-class, which means that diabetic neurop-

athies have a below-average proportion of first-

in-class pipeline products. In the diabetic reti-

nopathies segment, however, there is substantial 

innovation in the early pipeline.

Source: GBI Research 

The mature type 2 diabetes market, which is 

forecast to be valued at $58.7 billion by 2025, 

will see companies prioritizing competitive  

pricing to offset the impact of patent expiries 

ahead of improving existing products.

Source: GlobalData

Respiratory

The idiopathic pulmonary fibrosis (IPF) market 

will rise substantially from just over $900 million 

in 2015 to $3.2 billion by 2025, representing an 

impressive compound annual growth rate of 

13.6%. This growth, which will occur across the 

seven major markets of the U.S., France,  

Germany, Italy, Spain, the UK, and Japan, will  

primarily be driven by the increased use 

of expensive therapies, the anticipated 

launches of two novel therapies, FibroGen’s 

FG-3019 and Promedior’s PRM-151, and a 

rise in diagnosed prevalent cases of the 

disease.

Source: GlobalData

Transplant

The global market for graft-versus-host 

disease (GVHD) treatment will increase from 

$295.7 million in 2013 to $544.6 million by 

2023, representing a CAGR of 12.8%. This 

growth, which will occur across the six major 

markets of the U.S., France, Germany, Spain, 

Italy, and the UK, will be primarily driven by 

the rising number of allogeneic  

hematopoietic stem cell transplantations 

(HSCTs) and the increasing use of marketed 

and off-label biologic therapies.

Source: GlobalData

Vaccines

Of the three major meningococcal vaccines 

currently being developed in the eight 

major markets of the U.S., France, Germany, 

Italy, Spain, the UK, Japan, and Brazil, only 

GlaxoSmithKline’s MenABCWY vaccine has 

the potential to significantly change the  

approach used by countries to prevent  

meningococcal disease. It has the potential 

to become the leader in a market projected 

to be valued at $1.8 billion by 2025.

on healthcare systems,” says Murray Aitken, IMS 
Health senior VP and executive director of the 
IMS Institute for Healthcare Informatics. “Simple, 
customized interventions that put patients on the 
path to optimal adherence and persistence can 
yield tangible results, but require alignment be-
tween healthcare and government leaders, as well 
as the active involvement of voluntary associations 
and the private sector.”

Generic Drugs and Multi-Tiers 
Dominate Employer Sponsored 
Drug Plans

Almost half (48.9%) of employer-sponsored pre-

scription drug plans in America use three tiers, 
and 44.1% offer four or more, an increase of 34% 
from 2014 to 2015 and a 58% increase since 2013, 
according to a recent report from United Benefit 
Advisors (UBA), an independent employee benefits 
advisory organization. 

The report is based on data from the latest UBA 
Health Plan Survey of more than 10,000 employer 
sponsored health plans.

“The fourth tier — and additional tiers — pays 
for biotech drugs, which are the most expensive,” 
says Les McPhearson, CEO of UBA. “By segmenting 
these drugs into another category with signifi-
cantly higher copays, employers are able to pass 
along a little more of the cost of these drugs to 

employees. This is a rapidly growing strategy to 
control costs.”

Another significant cost control measure used 
by a majority (61.8%) of employers is the require-
ment that employees pay more when they elect 
brand-name drugs over an available generic, and 
37.9% of those plans require the added cost even 
if the physician notes “dispense as written.”

Pharma Companies Looking 
to Innovate High-Risk, 
First-in-Class Products

With the cost of bringing a single novel drug to 
market estimated to be $2.6 billion in 2015, phar-
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2015, up 33% from two years earlier, according to 
Kalorama Information.

The firm suggests this segment is a large and 
rapidly growing market, as researchers, pharma-
ceutical companies, and diagnostic companies are 
now starting to develop personalized medicine 
tests. 

Oncology Corner...

International Collaboration 
Creates New Cancer Models 
to Accelerate Research

An international project to 
develop a large, globally ac-
cessible bank of new cancer 
cell culture models for the 
research community has 
been launched.

The National Cancer In-
stitute (NCI), Cancer Research 
UK, the Wellcome Trust 

Sanger Institute, and the foundation Hubrecht 
Organoid Technology are joining forces to develop 
the Human Cancer Models Initiative (HCMI), which 
will bring together expertise from around the 
world to make about 1,000 cancer cell models.

Using new techniques to grow cells, scientists 
can make models that will better resemble the tis-
sue architecture and complexity of human tumors 
than the cell lines used today.

Louis Staudt, M.D., Ph.D., director of NCI’s 
Center for Cancer Genomics, says: “As part of NCI’s 
Precision Medicine Initiative in Oncology, this new 
project is timed perfectly to take advantage of the 
latest cell culture and genomic sequencing tech-
niques to create models that are representative of 
patient tumors and are annotated with genomic 
and clinical information. This effort is a first step 
toward learning how to use these tools to design 
individualized treatments.”

Scientists will make the models using tissue 
from patients with different types of cancer, 
potentially including rare and children’s cancers, 
which are often under-represented or not avail-
able at all in existing cell line collections.

The new models have the potential to reflect 
the biology of tumors more accurately and better 
represent the patient population.

The tumor and the derived models will be ge-
netically sequenced. Researchers will have access 
to this information, as well as the anonymized 
clinical data about the patients and their tumor.

Cancer Trax

The urological cancers market, including 

bladder, kidney, prostate, and testicular cancers, 

will increase from $17.9 billion in 2015 to $35.9  

billion by 2022, at a substantial CAGR of 10.39%. 

This strong market growth will be driven by 

the predicted emergence of targeted therapies 

for bladder cancer and increasing prostate and 

kidney cancer prevalence. It is predicted that 

two drugs for the treatment of bladder cancer 

— Roche’s atezolizumab and AstraZeneca’s 

durvalumab — will achieve  

blockbuster status by 2022.

Source: GBI Research

The bladder cancer treatment market is set 

to boom from an estimated $177.1 million in 

2015 to more than $646.6 million in 2017, as 

the launch of three new therapies over the next 

two years revitalizes a largely stagnant arena. 

The growth, which will occur across the six 

major markets of the U.S., France, Germany, Italy, 

Spain, and the UK, will be primarily due to the 

introduction of Telesta’s MCNA and  

Roche’s atezolizumab in 2016 and BMS’  

Opdivo in 2017.

Source: GlobalData

The glioblastoma market will increase five-fold 

from $659 million in 2014 to $3.3 billion by 

2024. This rise, which will occur across the seven 

major markets of the U.S., Spain, France, UK, Italy, 

Germany, and Japan, will primarily be due to the 

launch of new therapies for glioblastoma. Adults 

with glioblastoma have some of the highest 

levels of unmet need of any cancer patients.

Source: GlobalData 

 News and updates around cancer-related R&D, trends, services, 
and products.

Dr. Louis Staudt

“Our market estimate in this field is most 
accurate as it takes into account tests for any ther-
apeutic purpose,” says Bruce Carlson, publisher 
of Kalorama Information. “We are looking at strict 
test/pair combination, but also non-required phar-
macogenomics and tests supported by scientific 
literature but not yet in the regulatory model.” 

maceutical companies are increasingly looking 
toward developing first-in-class treatments to 
maximize revenue and stay ahead of competition, 
according to GBI Research.

The company’s latest report states that the 
growth in drug research and development costs 
appears to stem from an increased clinical failure 
rate and emphasis on proving superiority over 
comparator drugs in technology assessments.

Higher-risk programs for innovative first-in-
class products remain attractive and have led 
to some of the most clinically and commercially 
successful products over the past decade, and the 
4,964 first-in-class products currently in develop-
ment represent 37.9% of pharmaceutical pipeline 
products with a disclosed molecular target.

Overall, me-too drugs, which are structurally 
very similar to already-established drugs, have tra-
ditionally been highly commercially and clinically 
successful. These products continue to provide a 
well-established pathway for promising product 
developments due to a lower risk profile.

Companies Outsource Government 
Reimbursement Activities

About 80% of surveyed 
life-sciences companies allo-
cate some portion of their 
budgets to outsourced activ-
ities, according to a bench-
marking study by Cutting 
Edge Information. Further 
research found that out-

sourcing is a common practice for government 
reimbursement groups among surveyed pharma-
ceutical and medical device companies.

Life-science companies navigating U.S. govern-
ment payers’ complex guidelines for reimburse-
ment have found their tasks increasingly intricate. 
New guidelines brought in under the Affordable 
Care Act have only added to this burden.  

The survey found that modeling or CRM mod-
eling were the two most frequently outsourced 
government reimbursement activities. On average, 
surveyed life-sciences companies allocated 13% of 
their budgets to outsourced activities.

“Companies benefit from having an outside 
set of eyes look at their government pricing pro-
cedures instead of risking trouble with the U.S. 
Department of Justice,” says Jacob Presson, senior 
consultant, data products at Cutting Edge Infor-
mation.

Companion Diagnostic Market 
Predicted to Grow

The companion diagnostic testing continues to 
grow as new partnerships are formed and new 
tests are marketed. The healthcare market research 
firm values the market at about $1.6 billion in 

Jacob Presson
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Where pharma becomes healthcare

CCBI March 14-16  |  The Pharma Industry’s Largest and Most Influential Commercial Pharma Forum

15th ANNUAL      

BARCELONA 2017
#trustpharma

Richard Francis 
CEO 
Sandoz

Anders Tullgren 
President Intercontinental 
Bristol-Myers Squibb 

Marc Princen 
President Europe and Canada 
Takeda 

If you register by  
7th October

SAVE 
400

 1. COMMERCIAL MODEL INNOVATION 
 Rethink your operating model to stay ahead of your competition 

 2. THE FUTURE COMMERCIAL TEAM 
 Streamline your organisation and commercial teams

  3. CUSTOMER ENGAGEMENT 
Build trust with an engaging and targeted multichannel strategy

  4. DIGITAL TRANSFORMATION 
Drive digital capabilities throughout your organisation

 5. RECRUITMENT, TALENT AND TRAINING 
 Optimise your workforce for maximised commercial success

 6. EXTERNAL COLLABORATIONS AND PATIENT PARTNERSHIPS  
 Envisage the partnerships that will change the future of pharma

Take a look at the website and pre-order your brochure here 

www.eyeforpharma.com/barcelona

Collaborate
Establish real partnerships with 

healthcare, technology and patient 
organisations to become a genuine 
part of the healthcare ecosystem

Network
1000+ colleagues,  

12 hrs networking time,  
exclusive exhibition area,  

drinks reception and awards

Learn
6 focussed themes,  

100+ expert speakers,  
industry driven agenda,  

panel discussions and workshops

Greg Behar 
CEO 
Nestle Health Science

Brian Otis 
CTO 
Verily  
(Google Life Sciences) 

Francesco De Lorenzo 
President   
European Cancer Patient 
Coalition   

Wim Goettsch 
Executive Board Chair 
EUnetHTA

Esteban Plata 
President International, 
Western Europe & Canada 
AbbVie

Kawaldip Sehmi 
CEO 
IAPO

Susan Herbert 
Executive Committee, EVP
Marketing and Strategy 
Merck

BARCELONA 
2017  

AWARDS
Where pharma’s real value is recognised
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