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s many as 30% of subjects in
APhase III clinical studies drop
out. Grueling schedules, high
travel costs, and time waiting for ex-
pense reimbursement can all be fac-
tors in these fall rates. This can be
problematic, delaying or even leading
to the cancellation of the trial. It is
crucial to keep subjects motivated,
and one way is through efficient travel
and expense management.
Confidentiality rules and regulations
stipulated by regulatory bodies such as
the FDA and EMA ensure that a spon-
sor cannot know specific patient infor-
mation. This made the arrangements
of travel and expense reimbursement
for the subjects challenging. The con-
cept was formed 10 years ago on the
idea of being the middleman between
the investigating site and sponsor. Sub-
jects are given the choice to use and
contact the independent, third-party
travel service directly. As the service

is used by choice and in conjunction
with pre-approved travel and expense
guidelines, institutional review boards
(IRBs), independent ethics commit-
tees (IECs), or ethical review boards
(ERBs) are satisfied that subjects are
not being enticed to use the service.

To make sure that no sensitive in-
formation is relayed to the sponsor,
codes are assigned for subjects and
the study in place of personal informa-
tion. Travel is then organized on their
behalf. The bills go directly to the
company, which can then de-identify
any sensitive information and charge
back to the sponsor.

Franc Jeffrey, Managing Director,
Equilibrium Travel Management

Editor’s Note: The full text of this
article is available in the Noteworthy
section of our home page.

Are You Currently Integrating Endpoints for
Comparative Effectiveness Data into Phase II-lll Research?

15.3% 61%

Yes

H No

Il Don't know

Source: Applied Clinical Trials, Clinical Trial Optimization Survey, August 2012

Comparative Effectiveness

This question was posed as part of our Clinical Trial Optimization Survey to dis-
cover if protocols were becoming more complex due to potential post-marketing
information needs. With the clear trend toward collecting more patient-reported
outcomes data, and adding in comparative effectiveness questions, an impact on

protocols can be inferred.

8 APPLIED CLINICAL TRIALS appliedclinicaltrialsonline.com

NOTEWORTHY

Go to:
appliedclinicaltrialsonline.com
to read these exclusive stories
and other featured content.

And the Winner Is...
Congratulations Martha Kelly,
CCRC, Regulatory Coordinator

for WellStar Research Institute

in Marietta, GA for winning the
$100 gift card drawing for partici-
pating in our salary survey. The
results of the survey appear in this
issue, with additional charts online.

Business Process
Integration

Go to http:/bit.ly/QHXtqD to
watch a round-up of CBl's
Sponsor/CRO Business Process
Integration conference that hap-
pened last month. Topics included
data sharing best practices; using
visualization tools; training CROs
to use internal systems; and more.

EDC Autoquery Rate
Phase I-IV data from the
Medidata Insights metrics ware-
house—comprising of over 2,600
studies from 65 sponsors and 16
therapeutic areas—indicates that
autoquery rates (AQR) are direct-
ly proportional to data correction
rates (DCR). Sites with high AQRs
also have high DCRs. See more in
the Data Analysis section online.
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VIEW FROM WASHINGTON

Administration, Congress Face Challenges in
Funding Biomedical Research, FDA Initiatives

he end of the highly acrimonious

election campaign has signaled a

shift by policy-makers and inter-
est groups to focus on dealing with
the so-called government “fiscal cliff:”
nearly $500 billion in tax increases and
spending cuts are scheduled to kick in
January 1, 2013 under an authorized
“sequester” process unless Congress
acts quickly. With Republicans main-
taining tight control over the House
of Representatives but losing ground
in the Senate, much depends on the
ability of President Obama to engineer
some kind of fix to the mounting deficit
during the year-end “lame duck” Con-
gressional session—or for the White
House and Congress to agree on delay
and leave major budget decisions and
tax reform for next year. Whatever the
strategy, the outcome promises to have
a major impact on federal funding for
the Food and Drug Administration, the
National Institutes of Health, and gov-
ernment healthcare programs such as
Medicare and Medicaid.

Health policy was a key point of
dispute during this past year’s political
contest, marked by promises of better
coverage and warnings of soaring costs
by both candidates. The Obama victory
ended prospects for wholesale repeal
of the Affordable Care Act (ACA) and
spurred the Department of Health and
Human Services to forge ahead with
new rules and policies for establishing
insurance exchanges, defining ben-
efits, and expanding Medicaid. Those
initiatives require action by the states,
which have been reluctant to com-
mit to new programs during a period
of political uncertainty, but now face
important go/no-go decisions. House
Republicans will continue to challenge
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specific requirements of the health
reform program, but key provisions for
pharmaceutical companies, such as
rebates on drugs for seniors in the Part
D coverage gap and authorization for
biosimilars, are unlikely to change.

Most important for the development
of new drugs and medical products
is the promise that Obamacare will
provide coverage to some 30 million
previously uninsured Americans and,
consequently, significantly expand the
US market for innovative medical treat-
ments. Although all sides acknowledge
the imperative of reducing both public
and private outlays for US healthcare,
important therapies that can document
value for patients are likely to gain cov-
erage from plans and payers.

That said, drug prices and reim-
bursement are a prime target of cost-
cutters, particularly related to outlays
for federal government health programs
and Medicare drug plans. House Demo-
crats have pressed for added rebates
on drugs purchased by Part D plans
for low-income “dual eligible” seniors,
which could total more than $100 mil-
lion over 10 years, and policy-makers
are considering a range of options for
reducing federal spending on prescrip-
tion drugs and high-cost biologics.

Executives at biopharmaceutical
companies are well aware that these
tax and spending proposals will shape
investment in medical innovation, but
also are involved in a campaign by the
business community to orchestrate sig-
nificant reforms in corporate taxation
to make US firms more competitive in
the global economy. The difficult trade-
off for industry leaders is that efforts
to avoid looming tax increases and
gain fiscal reform would require broad

budget cuts that curb government re-
imbursement for medical products and
squeeze resources at federal agencies.

NIH, FDA challenges

The Obama victory offers a degree

of stability for FDA, NIH, and federal
health programs. It avoids a wholesale
change in executive branch leadership,
although many top administration of-
ficials are likely to move on.

Yet, budget cuts would undermine
R&D and regulatory initiatives. FDA
could face delays in implementing the
FDA Safety & Innovation Act (FDA-
SIA) and its provisions to accelerate
approval of new breakthrough thera-
pies and much-needed treatments for
infectious diseases and rare conditions.
An 8.2% reduction in the FDA budget,
as proposed under the budget seques-
ter process, would reduce FDA’s 2013
budget by $320 million and prompt the
agency to lay off about 1000 employees,
according to consultant Steven Gross-
man. Even without such a severe drop
in funding, Grossman fears that the
FDA budget will remain vulnerable to
pressures to reduce federal spending
for some years to come.

Parexel CEO Josef von Rickenbach
says he’s more worried about funding for
NIH than for FDA, which he considers
“such a public agency that the adminis-
tration can’t really unfund it without se-
rious consequences.” But NIH, von Rick-
enbach notes, “provides vital support
for discovery that is important for small
biotech companies.” Severe budget re-
ductions could jeopardize its recently ex-
panded translational research programs
that promise to spur innovation to fill
depleted new drug pipelines.

—Jill Wechsler

appliedclinicaltrialsonline.com  APPLIED CLINICAL TRIALS 9



INDUSTRY TRENDS

Clinical Research in the New Economy

ince the 2008 financial crisis

knocked the global macroeco-

nomic environment off of its feet,
clinical research organizations in bio-
pharmaceutical and medical device en-
terprises faced significant challenges
as they entered into a new operational
realm. Investors have scrutinized
biopharmaceutical and medical device
enterprises to operate more efficiently,
strategically, and cost effectively in
the new economy. Moreover, increas-
ing global competition from generics
and a glut of expiring patents have
forced many biopharmaceutical and
medical device companies to rethink
their operational strategies.

Large biopharmaceutical enterprises
have divested from existing R&D mod-
els, and have paid top dollar to acquire
other companies that offered diversi-
fied medical product portfolios in their
pipelines. For example, in 2009 Pfizer
acquired Wyeth for $68 billion, Merck
acquired Schering-Plough for $47 bil-
lion, and Roche acquired Genentech for
$47 billion. In addition, these compa-
nies pursued acquisitions in an attempt
to mold into the new economic model,
which requires cost efficiency, scalabil-
ity and medical product portfolio diver-
sification on the bottom line, and geo-
graphic expansion on the top line. As a
result of changes in strategic directions
and acquisitions, the biopharmaceuti-
cal industry made job cuts in order to
consolidate operations. From 2008 to
2010, the pharmaceutical industry laid
off over 157,000 employees. While the
number of laid off R&D personnel is
not confirmed, it is estimated that ap-
proximately 8,200 R&D personnel were
laid off around that time period, http://
onforb.es/UCWZFK.

An unfortunate crux of the outcome
of the financial crisis is that remaining

staff supported lost resources from job
cuts, as labor productivity rose on an
annualized rate from 0.6%, 2.9%, and
3.1% from 2008 to 2010, respectively.
Others left their organizations to seek
further opportunities; in a recent poll,
43% of clinical operations respondents
indicated that they left their roles
because of too many organizational
changes, and 29% needed more chal-
lenges in their roles, http://linkd.in/
TRoxkk. Complications associated
with staff turnover involve the loss of
intangible value that is affiliated with
the process. A research study discov-
ered that staff turnover, particularly
in the services sector, results in the
cost of over 150% to 200% of a staff’s
annual salary, http://bit.ly/QGolUD,
and 500% of a staff’s annual salary for
highly skilled professionals, http://
slidesha.re/fdbe5c. To elaborate, since
the nature of clinical trials is highly
dynamic, there is a heavy dependence
on human skills, which involves spe-
cific areas of study expertise, strategic
decision-making capabilities, GCP
knowledge, and clinical trial business
process experience, which attribute to-
ward the cost impact of staff turnover.
While the clinical trial industry relies
heavily on human skills, clinical trial
technologies and federal regulations
have been changing to address industry
challenges. Many cloud-based and IT
solutions are emerging; these solutions
integrate data from a variety of sources
and offer enhanced insights and data
visualization capabilities in one place.
Furthermore, FDA’s new guidance on
risk-based and centralized monitoring
enables clinical trial organizations to
practice novel and efficient monitoring
methods. The guidance encourages
centralized monitors to undergo statisti-
cal training, http://1.usa.gov/PU60rc.
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With drastic changes in biopharma-
ceutical and medical device strategic
initiatives, reform in federal regula-
tions, and the introduction of novel IT
systems, clinical trial personnel need
to be prepared to fit into the new clini-
cal trial model.

Changing technologies

In the early-mid 2000s, there was a
boom in clinical-IT systems and data
collection solutions. While these tools
offered management some insights,
they were not as effective and com-
prehensive as today’s IT solutions.
Today’s clinical-IT solutions not only
integrate data from multiple sources,
but offer breakthrough and customiz-
able visualizations, real-time data, and
cost efficient resolutions in order to as-
sist clinical teams with decision-mak-
ing. Many enterprises are releasing
system-based to cloud-based clinical-
IT solutions.

Some biopharmaceutical companies
have gone as far as fully leveraging IT
solutions to implement virtual clinical
trials. Pfizer, for instance, conducted
the first fully virtual clinical trial
“REMOTE?” in collaboration with the
FDA, where patients were consented
electronically, medical products were
sent directly to patients’ homes, and
patients were to conduct virtual doc-
tor visits. This breakthrough trial
design and platform seemed to have
worked except for lagging subject re-
cruitment activities, which depended
on social media, http://bit.ly/SVn-
NeU. While subject recruitment was
deemed unsuccessful by some, Pfizer
indicated that they will use this model
in future trials.

Albeit clinical-IT innovation is
exciting, clinical trial personnel are
not yet equipped with the appropriate

December 2012



skills to analyze and comprehend IT
offerings. In sponsor outsourcing, for
instance, data visualization and insight
misinterpretation can led to subop-
timal decisions. As interviews with

a clinical project manager indicated,
their group misunderstood a data visu-
alization, which identified enrollment
under performance at several sites,
and the group, subsequently, spent

a significant amount of resources on
unnecessary activities. The visualiza-
tion merely suggested that the site
was lagging in subject enrollment, and
proper interpretation would have led
to enriched decision-making.

Strategy reform
With changes in clinical trial analyti-
cal technologies and the need to find
efficient and cost-effective operating
models (as they relate to scalability),
come opportunities to outsource many
of the clinical trial functions that
were previously internalized, such
as site payments, data management,
biostatistics, PK/PD, and regulatory
document/records management func-
tions. From 2009 to 2011, outsourcing
expenditures to CROs increased by
6.6%, and in-house R&D expenses
associated with internalized clinical
operations reduced from 74% to 62%
from 2010-2011, http://bit.ly/TIZmb5f;
this trend is likely to continue in the
future. Moreover, some sponsors have
formed long-term strategic partner-
ships with CROs and have integrated
their business intelligence/IT capabili-
ties in order to enhance productivity;
Roche, for instance, partnered with
Quintiles, which recently launched
the Infosario platform that offers data
integration and visualization solutions.
Also, Pfizer formed a strategic part-
nership with ICON to amplify innova-
tion and reduce operational costs.
While outsourcing has its advan-
tages, the concept presents new
challenges for sponsor personnel;
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outsourcing requires employees to be
equipped with advanced skills and ca-
pabilities to perform their roles, such
as centralized monitoring. Moreover,
sponsors have embraced the outsourc-
ing model as well.

Unfortunately many disasters have
occurred with the outsourcing model
and subsequent reversals to insource
due to a lack of advanced employee
skill sets. In an interview with a clini-
cal program manager, they mentioned
clinical trial quality was unmanage-
able with its outsourcing model,
and that the group resorted to re-
insourcing activities, which included
site monitoring, resulting in higher
costs, duplicative efforts, and lower
productivity. This example demon-
strates that suddenly changing strate-
gies from outsourcing to insourcing
without redesigning outsourced
organizational structures to support
re-internalization exhibits ruining
effects on business productivity and
financial sustainability. For sponsors,
one of the most important facets in im-
plementing the outsourcing model is
to ensure that personnel are properly
equipped with skills to operate within
this model, including analyzing and
interpreting data and overseeing out-
sourced activities via risk-based and
centralized monitoring practices.

New role of clinical operations
Though the outsourcing model is

not right for every company, as more
enterprises start adopting the model,
sponsor clinical operations personnel
will need to hold necessary skill sets
in order to efficiently oversee and
manage CRO clinical trial activities.
The new sponsor role is not to conduct
day-to-day clinical trial responsibili-
ties, but to be more accountable by
making business decisions and en-
hancing quality management through
efficient oversight. Further, with the
increasing availability of insights and

data visualization solutions, clinical
trial personnel will not only need to
exhibit clinical research expertise,
but also demonstrate statistical, math-
ematical, business and financial ex-
pertise, and strategic decision-making
capabilities in order to analyze data,
interpret visualizations, and make op-
timal business decisions to efficiently
resolve their dynamic clinical trial
situations, accordingly.

While the FDA released detailed
guidance on risk-based monitoring,
many clinical operations personnel
have expressed confusion as to how
they are to conduct risk-based moni-
toring assessments. Part of that bewil-
derment includes a lack of familiarity
with qualitative and quantitative risk
assessment techniques. In addition,
despite the availability of data integra-
tion capabilities, many sponsor IT
systems require personnel to perform
manual data integrations in order to
obtain customized visualizations that
fit unprecedented situations. By equip-
ping employees with the appropriate
skill sets, clinical operations person-
nel could fully leverage the benefits of
the outsourcing model.

Summary

Clinical trials have entered into a new
realm. With scrutinizing investor
expectations, the amelioration of I'T-
system capabilities, the introduction of
the outsourcing model, globalization,
and changing FDA regulations on
risk-based and centralized monitoring,
existing clinical personnel need to be
equipped with business operational/
analytical skill sets, and new recruits
must exhibit not only clinical, but
analytical/statistical capabilities in
order to successfully operate in newly-
transformed organizational structures
that focus on productivity, scalability,
and cost savings.

—Moe Alsumidaie, President and Chief
Scientific Officer, Annex Management
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GLOBAL NEWS

DIA EuroMeeting Gets Set for 25th Anniversary

he Drug Information Asso-

ciation (DIA) is preparing to

celebrate 25 years of training
and education provision at its annual
EuroMeeting.

The focus of the special anniversary
congress, to be held in Amsterdam
March 4-6, 2013, will be on better pub-
lic health protection, greater transpar-
ency of processes and the rational use
of medicinal products.

The 110 sessions will be divided
into pharmacovigilance and regula-
tory affairs for products and devices,
R&D, clinical trials, and other topics.
The main presentations will cover
implementation of the new pharma-
covigilance legislative framework, as
well as health technology assessment
and the patient’s perspective.

“By 2013, the new pharmacovigi-
lance directive will have been in place
for almost a year. What still needs to
be done or improved upon, and most
importantly, are we getting what was
initially expected? These are some of
the key areas that the professionals
attending the meeting will be able to
learn about and debate,” noted co-
chairs Beatriz Vicén Banzo and Peter
Bachman, PhD.

“Other important topics to be cov-
ered include the falsified medicines
directive, the information to patients
(what is the status?), the role played
by scientific societies as experts, and
considerations of an aging population
and the potential impact on hospital-
izations,” they stated.

More than 3,000 people from
50 countries are likely to attend,
and there will be over 200 exhibi-
tors. Speakers will come from the
European Medicines Agency, the
European Commission, the FDA,
and other regulatory agencies, and

Source: John Lewis Marshall

After almost 10 years of refur-
bishment and modernization,
the completely renovated
Rijksmuseum is due to re-open
on April 13, 2013.

patient organizations will be actively
involved.

The opening session will include a
panel discussion on “Public/Private
Partnerships: Working Together in the
Interest of Patients.” Other sessions
that are likely to prove popular include
those about the latest scientific issues
from the European Medicines Agency,
GCP hot topics, Japanese regulations,
and the new regulations in clinical tri-
als in Turkey.

One of the pre-conference tutorials
will concentrate on analysis of safety
data from clinical trials, and is de-
signed to provide a basic understand-
ing of the underlying methodology
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and the current guidelines on safety
data. Aspects related to the planning
of clinical trials, as well as the prob-
lems and pitfalls encountered during
the analysis of safety data, will be
presented. Some case studies will also
be discussed.

Walking city

“Amsterdam is the ultimate ‘small big
city’ and combines all the advantages of
a cosmopolitan capital with a compact,
easy-to-navigate size which translates
into less time spent commuting and
more time enjoying what the city has

to offer,” pointed out Vicén, head of the
public affairs and technical department
at Bayer Spain, and Bachman, chair

of the Coordination Group for Mutual
Recognition and Decentralised Pro-
cedures. “The city has a rich cultural
heritage and 2013 is a year to celebrate
important events there.”

In addition to the 400-year anniver-
sary of the Canal Ring, next year will
see the re-opening of the renovated
Rijksmuseum, the 125th anniversary
of the Concertgebouw (concert hall)
and the Royal Concertgebouw Orches-
tra, the 225th anniversary of Felix
Meritis conference and event center,
and the 175th anniversary of Artis
Royal Zoo.

The Rijksmuseum will not be fully
open during the EuroMeeting itself,
but between now and its re-opening
on April 13, 2013, the masterpieces
of the Dutch Golden Age will be on
view in the Philips Wing. From April
onward, the Rijksmuseum will be the
first major national museum in the
world to be open to the public 365
days a year. For more information on
the DIA EuroMeeting go to bit.ly/
SGLIWS.

—Philip Ward
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TRAINING

The GXP Training Guidelines: Raising Standards
Through Competence-Based Training

any industries have training

standards such as the auto-

motive sector, the renewable
energy industry, and specialist areas
such as forklift truck driving. In the
field of clinical research, guidelines
and regulations such as the ICH
Harmonized Tripartite Guideline—
Guideline for Good Clinical Practice
E6(R1) make very general references
to training. “Each individual involved
in conducting a trial should be quali-
fied by education, training, and experi-
ence to perform his or her respective
task(s)” (ICH GCP principle 2.8).
However there is currently no set of
standards for how individuals acquire
the ability to perform satisfactorily
and demonstrate the required levels of
competence.

In response, the International Acad-
emy of Clinical Research (IAoCR) set
up a taskforce to produce GXP training
guidelines. The aim of these guidelines
is to share best training practices for
anyone involved in the training and
development of clinical research profes-
sionals. The guidelines are designed
for use in any organization no matter
what size, both in the non-commercial
and commercial sectors.

The guidelines cover the key steps
in developing competent individuals,
starting with creating a competency
framework, through to the assessment
of learning and its documentation. The
overriding theme of the guidelines is
how to use various learning interven-
tions to achieve learner competence.
Having competent individuals is vital
in clinical research for protecting the
rights and well-being of patients and
securing verifiable and accurate data.
A further benefit is that new treat-
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The guidelines were designed to share
best training practices for anyone
involved in the training and develop-
ment of clinical research professionals.

ments for patients can be developed
without unnecessary delays or costs
due to errors and rework because of
incompetence.

By using the guidelines, organiza-
tions can demonstrate a real invest-
ment in their people, which leads to
other advantages such as increased
staff retention and a sound basis for
promotions and succession planning.

The taskforce that created the
guidelines was made up of five clinical
research professionals from various
backgrounds and organizations, and
represented Europe, the Americas,

and the Indian sub-continent.
After some additional input
from the IAoCR, the first draft
of the guidelines was circulated
for consultation to approxi-
mately 40 organizations world-
wide involved in clinical re-
search and included universities
and not-for-profit professional
bodies. Following refinement
from this initial consultation,
a second round of opinion was
sought from over 200 individu-
als working in all sectors of the
international clinical research
community. The guidelines
were finalized and released in
mid-November.
The content of the guidelines
covers how to:
¢ Define competencies for job
roles
¢ Conduct a learning needs
analysis
e Select trainers
e Design and deliver learning
interventions
o Assess the effectiveness of
the interventions
e Gather learners’ feedback
e Manage the documentation

In addition, there is a set of ap-
pendices containing examples, tem-
plates, and a reading list for those
who want a more in-depth coverage of
any of the topics.

Initial reaction has been very
positive. The hope is to see universal
take-up of the guidelines in developing
competent individuals for the benefit of
clinical research worldwide.

—Martin Robinson, PhD, Principal
Director, International Academy of
Clinical Research Ltd
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TRAINING

The Case for Universal GCP Education

s commonly defined, Good

Clinical Practice (GCP) is an in-

ternational ethical and scientific
quality standard for the design and
conduct of clinical trials involving hu-
mans. The primary objectives of GCP
are to protect the safety, rights, and
welfare of subjects, and to ensure the
credibility of trial data and resulting
reports. The need for ethical standards
in clinical practice came about in re-
sponse to instances of data fraud and
other scientific misconduct, and as a
result of numerous examples of viola-
tions of human rights in research such
as those committed in the Tuskegee
syphilis study where subjects were
never told they had syphilis and were
never treated for it.

The Food and Drug Administra-
tion has had GCP regulations in
place since the 1970s and these were
expanded in 1997 with the addition of
E6 GCP to the Federal Register. E6
GCP states that individuals perform-
ing clinical research must be qualified
by training and experience (21 CFR
312.53: Selecting Investigators and
Monitors; ICH E6 5.18.2: Monitoring;
ICH E6 5.5.1: Trial Management Data
Handling, Record Keeping), although
specific standards of GCP training are
not referenced.

Pharmaceutical companies initially
responded to E6 GCP by placing more
emphasis on implementing GCP train-
ing for investigator sites. Basic train-
ing was (and is) offered at investigator
meetings, but it often includes nothing
more than a high-level overview and,
because it is often time constrained, it
may not include all of the critical ele-
ments. There is typically no knowledge
check or completion documentation at
the end of these sessions, so it may not
qualify as GCP certification.

As the need for improved GCP train-
ing was recognized, many pharmaceu-
tical companies developed intensive,
instructor-led, in-house courses for
their clinical operations staff. Al-
though many of these courses included
practical application exercises, there
was often no knowledge check, so the
value was greatly diminished. This
is also a costly method of instruction
for companies if decentralized staff
members are expected to attend in per-
son. For this reason, many companies
progressed to web-based programs
or other methods of training for both
investigational and operational staff.
In addition to in-house or web-based
instruction, sponsor companies and
CROs may use an independent GCP
training consultant to implement
company-specific GCP training or may
send staff to a clinical research, profes-
sional society, or commercial training
course. Some companies offer only a
slide review followed by a knowledge
check to document their training.

Current GCP expectations are
that principals investigators and sub-
investigators are trained in GCP and
that this training is documented and
tracked. It is expected that sponsors’
clinical operations staff members are
also trained in GCP, but there are
varying requirements for refresher
courses, documentation, and track-
ing. Regulatory agencies may have a
reasonable expectation that clinical
staff members are GCP-qualified, but
currently there is no guidance that
specifically defines what topics GCP
training should include.

Typically, courses available from
professional societies include topics
such as the history of GCP, sponsor
and investigator responsibilities, in-
formed consent, good documentation
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practices, safety, essential documents,

audits, and inspections. This training

is often static and may not cover cur-
rent issues related to evolving technol-
ogy, security/confidentiality, correc-
tive and preventative actions (CAPA)
and recent agency warning letters.

Additionally, there is no defined time

frame for refresher training, which can

be a valuable component of actually de-
livering GCP. Ideally, refresher train-
ing would provide updates from practi-
cal audit and inspection experience
such as warning letters as well as new
regulations and regulatory guidance.

There are many challenges involved
with effective GCP training, not the
least of which are adverse effects on
sponsor/staff relationships that can oc-
cur when staff members are required
to complete different GCP courses for
multiple sponsors. With time frames
for start-up decreasing, ensuring com-
pletion of GCP training can be a factor
that delays the start of the study.

If GCP training is to keep pace with
the ever-changing regulatory environ-
ment, a method of standardizing its im-
plementation must be developed that
can answer questions such as these:

e Isit acceptable to just offer a GCP
course once at the time of onboard-
ing or must refreshers be required?

e Who is responsible for document-
ing the training and what is the ap-
propriate amount of documentation
needed?

e [s it enough to provide a completion
date or should participants
be tested?

e [fthey are tested, what is the pass-
ing threshold?

e Who is the appropriate audience
for GCP training? Should study

continued on page 15
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continued from page 14

coordinators, medical writers, data

management staff, and people fulfill-

ing other roles involved with clinical
trials also be trained?

To solve the inconsistencies in GCP
training, a centralized group repre-
senting global regulatory agencies
and clinical research associations
should be charged with designing and
implementing a standard GCP course
that can be offered to all appropriate
individuals across all regions.

A web-based course that includes
comprehensive testing and practi-
cal application scenarios could work
best. All parties would have access

to the training 24/7, and the course
would be updated as new information
becomes available. To make sure GCP
training remains effective, a standard
interval for retraining would be es-
tablished and maintained through a
central database. Investigator and site
staff as well as clinical operations staff
would benefit by completing and be-
ing certified in a single course that ap-
plies to all studies from all sponsors.
A standardized methodology is
more efficient on many levels, in-
cluding cost, scheduling, and time
invested in completing the training.
The initial cost to develop the stan-
dard training may be high in order to
satisfy requirements of all countries

and regions, but the downstream
benefit is incalculable in terms of re-
duced training time, standardization
of knowledge, and credible certifica-
tion of clinical staff available to all
sponsors.

Since its inception in 1990, the
ICH has evolved the standards that
constitute GCP. The ICH could be
the logical international body to take
the steps necessary to design and
implement a universal GCP training
program and a global database of cer-
tified clinical personnel.

— Jeanne Green is Senior Director of
Clinical Operations and Janice Stack
is the Training Director both at
ExecuPharm.

DATA ANALYSIS

Optimizing Investigator Fees

well documented 2008 study titled

“Sensible Approaches for Reduc-

ing Clinical Trial Costs,” http://ctj.
sagepub.com/content/5/1/75.abstract,
found that investigator payments account
for a staggering 48% of total trial costs. So
it goes without saying that sponsors and
CROs can't afford to get the investigator
payment level wrong. For sponsors and
CROs, not paying market-rate investiga-
tor fees impacts both the financial health
of the organization and the ability to
recruit high-performing and experienced
sites. Pay too much and your R&D bud-
get evaporates. Pay too little and it will be
difficult to recruit experienced sites.

But planners need to know when to
offer more and when to offer less. In-
dustry Standard Research has recently
published a study that identifies the fac-
tors that drive investigator fees higher
and lower and benchmarked these fees
across 11 therapy areas.

Intuitively it makes sense that
study length and complexity would
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both influence investigator fees.

ISR’s study quantified just how much.
Investigators indicated that both
study length and complexity have

a dramatic impact on the amount of
the investigator fees. For long and/or
complex studies, investigator fees can

Low Complexity Short Study
75% 79%

p A\ A 4

run 50% to 60% higher than for more
standard studies.

Knowing what levers push and pull
investigator fees—and by how much—
will help optimize the use of budgets
industry wide and maybe even improve
recruitment rates along the way.
—Industry Standard Research,
www.ISRreports.com.

Long Study High Complexity
147% 160%

VY,

Standard Length
Standard Complexity
Investigator Fee - 100%

Source: ISR Reports

Respondents were asked: Let’'s assume for a medium length [complex-
ity] study the site receives 100% compensation per patient on average.
Please increase or decrease this relative compensation percentage for
shorter and longer study lengths [higher and lower complexity studies]
to represent how the compensation per patient changes, or doesn’t

change.
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- View from Brussels

Healing Europe’s
Jobs Disease

Healthcare is seen
as one of the most
promising sectors

to help boost EU
employment.

he constant refrain of European

politicians is the urgent need

to create jobs—no surprise in a

continent with high and rising
unemployment. Across the European
Union, 25 million people were jobless
this autumn, and in Spain and Greece
there is now a quarter of the working
population without jobs.

Inevitably, the search is on for sec-
tors that offer the best hopes of boost-
ing employment—and healthcare is
increasingly seen as one of the most
promising sectors to examine. The
pharmaceutical industry in Europe
already sets a fine example. According
to figures from its principal European
federation, EFPIA, its members em-
ployed 660,000 people directly in 2011.

Germany is the largest employer,
generating more than 100,000 direct
pharma sector jobs, and is closely
followed by France, with 97,000. The
United Kingdom and Italy come next,
each with more than 66,000. And
Spain, Switzerland, Poland, and Bel-
gium each provide more than 30,000
jobs. Ireland, Hungary, Romania, and
Denmark each generate more than
20,000 as well.

Not only does the sector create di-
rect jobs, but it generated three to four
times more employment indirectly—
upstream and downstream, says EF-
PIA. This is attributed largely to its
research function, and, EFPIA points
out, many of these indirect jobs are of

high value, in areas such as clinical
science or in academia. The presence
of a highly-skilled workforce was one
of the key factors in the industry in-
vesting €27.5 billion in R&D in Europe
last year, it says.

The industry story gets better and
better, claims EFPIA. Direct employ-
ment has risen to its current level from
just over 500,000 in 1990—something
like a 35% increase in a decade. And
at the same time, the number of di-
rect employees in research has risen
too—from 76,000 to 116,000, an even
steeper rate of increase.

Wider healthcare sector

Andrzej Rys, the director responsible
for health systems in the European
Commission (and one of the senior of-
ficials behind the proposal to update
the clinical trials rules), has been
extolling the merits of the healthcare
sector as an employer, too. “Health
professionals play an important role in
the EU economy, accounting for about
17.1 million jobs,” he said in a state-
ment in November.

The prospects are good for further
employment too, he went on: “With
an aging population—the number of
people aged 65 and over is projected
to almost double over the next 50
years, from 87 million in 2010 to 153
million in 2060—and the rising de-

Peter O'DonneII\
is a freelance journalist
who specializes in
European health affairs
and is based in Brussels,
Belgium.
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mand for healthcare, the sector will
remain a driver for providing jobs in
years to come.”

But he underlined the need for
greater skills to meet the evolving
workforce demand. “The economic
crisis has put health systems under
pressure to make fundamental re-
forms in the way they deliver health-
care. New forms of care delivery
and new technologies coupled with
organizational changes will depend
on a highly qualified health work-
force equipped with the right skills,”
he said.

More broadly, the health sector has
been specifically recognized as a po-
tential source of employment salvation
through healthcare jobs. EU ministers
have been promoting the idea energet-
ically, with formal conclusions inviting
member states and the commission to
support the development of policies on
the health workforce. Ministers have
shown they are interested in quality
as well as quantity. Their focus is on
how to assess competence profiles for
workers, how to improve planning on
the basis of identified health needs,
and how to build for the long term.
They suggested that the commission
should create a platform for coopera-
tion between member states on fore-
casting health workforce needs and
health workforce planning.

As a result, healthcare now appears
in the European Commission’s strat-
egy for boosting employment across
the EU. An “employment package”
launched by the commission earlier in
2012 contains recommendations to na-
tional governments to coordinate their
action on job creation, labor-market
reforms, investment in skills, and
employment policies and funding. The
recommendations aim to provide job
seekers with more training and more
job opportunities, and to ensure that
those in work would get help acquiring
the skills they need to stay up-to-date
with changing job requirements.

This scheme targets the health sec-
tor as a generator of jobs in the longer
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term. An action plan for the EU health
workforce sets out actions to support
European cooperation to ensure a
sustainable health workforce in the
EU. The elements include—in line
with ministers’ urgings—improved
workforce planning and forecasting
through a dedicated European plat-
form; better anticipation of health pro-
fessionals’ skill needs, through closer
collaboration on education, training,
and health; and improved recruitment
and retention of health professionals
by mapping innovative strategies.

Consultation

These reflections on the employment
aspect of healthcare have been going
on for several years now. Back in 2008,
the commission recognized that prog-
ress on improving health and provid-
ing better access to healthcare for all
cannot be made without a workforce
of sufficient capacity and skills. Since
then, the commission issued a con-
sultation document that sought wide
views on how to tackle these issues
facing the health workforce in the EU.
The paper suggested that the grow-
ing shortage of health workers was a
central problem for health systems—a
point endorsed by most groups and
individuals who responded to the
consultation, with repeated alerts to in-
adequate numbers, particularly of spe-
cialist doctors and nurses. One of the
main messages to emerge was the dan-
ger from an unfortunate coincidence:
the predicted increase in chronic
illness and concomitant demand for
healthcare from Europeans’ longer life
spans are going to occur just as much
of the European health workforce is
itself approaching retirement age.

On current projections, there will be

a lack of new health professionals to
replace them, it is feared. As health
needs multiply and the replacement of
health staff is not guaranteed, more
universities, training schools and
teachers will be needed, and it will also
be important to plan which specialized
skills will be the most necessary.
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Another of the problems high-
lighted was the lack of data on health-
care employment. Respondents urged
the European Commission to promote
the collection of better quantita-
tive and qualitative data to support
decision-making and improve working
conditions, which are seen as a pre-
requisite for improved recruitment
and retention. There was wide consen-
sus that better data are also needed on
staff mobility—which can be positive
in helping adapt supply to demand,
with professionals going where they
are most needed, and often enhancing
their skills through exposure to other
approaches. However, there is a re-
lated risk that unfettered mobility can
create imbalances and inequalities in
terms of availability of health staff.

Thirty five doctors’ organizations
replied to the public consultation.
Among their principal worries were
the risk that shifting tasks to non-
medical staff would negatively impact
the quality of care and patient safety,
and the threat that new technolo-
gies—with all their many merits—
could impair doctor/patient confiden-
tiality. They urged an update to the
minimum training requirements for
doctors, to take account of scientific
progress and the subsequent evolu-
tion of medical training, and they
recommended EU-wide recognition
for certain professional qualifications,
along with better linguistic compe-
tence (since the 27 member states of
the European Union enjoy 23 official
languages, with dozens more regional
and minority languages and variants).
Doctors also suggested action to raise
awareness in schools about career
opportunities in the health sector, as
well as more vigorous efforts to retain
the existing workforce.

As a footnote, as it were, to so much
consensus, there was one area where
the consultation revealed sharply
divided views: the extent to which
entrepreneurialism should be encour-
aged in healthcare provision. Starting
from the evident fact that many health

workers run their own practices and
employ staff, the consultation sug-
gested encouraging more entrepre-
neurs to enter the health sector in or-
der to improve planning of healthcare
provisions and to create new jobs. It
even went so far as to recommend
removing the barriers to entrepre-
neurial activity in the health sector.
But while many doctors and individu-
als thought this was an attractive op-
tion, entrepreneurship proved to have
negative connotations for many oth-
ers, and fears were expressed that the
commission was calling for deregula-
tion of health services, and threaten-
ing patient safety.

The commission is still reflecting
on the results of the consultation,
to see just where and how the EU
can contribute to tackling the chal-
lenges identified. But by early 2013,
some clear proposals are expected.
Meanwhile, it has to solve another
dilemma—how to ensure that health-
care workers can move around the
EU without too much administrative
complications over recognizing their
qualifications. Five healthcare profes-
sions—doctors, dentists, pharmacists,
nurses, and midwives—benefit from
a special regime of automatic recogni-
tion. But the system has been criti-
cized for being too slack by opponents,
and too rigid by its supporters. The
EU is attempting a compromise for
these professions, by proposing to
update the minimum training require-
ment—which were harmonized as
long as 30 years ago. A new control
is also proposed, requiring national
health authorities to alert all other
member states if a health professional
has been prohibited from exercising
his professional activity by a public au-
thority or a court. But every new safe-
guard to protect the public amounts
to a further obstacle to health profes-
sionals changing country, limiting
that principle so precious to the EU of
free movement of workers. Inevitably,
therefore, the proposals have run into
widespread opposition.
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2012 Salary and Career Development Survey

Lisa Henderson
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The rocky economy continues to
wreak havoc on employment and
drug development.

tatistics and headlines don’t portray

a pretty picture of the economies in

Europe or in the United States. Adding

in the next layer specific to the clinical

research and trials industry, and the
picture in the past two years continues to be
complex and changing. It is not just one force—
the economy—at play. Other aspects include
spiking regulatory requirements; increasing
global complexities; and the diminishing block-
buster drug model.

But the economy is certainly applying more
than its fair share of pressure onto the conduct
of drug development. The other dimensions are
the technologies, outsourcing strategies, and
mergers and acquisitions that have resulted
from the downward forces.

Annual job losses in the overall pharmaceuti-
cal industry in November 2011 were 20,000,
which were significantly lower than the cuts
posted from 2010’s 50,000 number. The phar-
maceutical industry ranked sixth on the 2010
list of annual job-cut rankings, below govern-
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2012 Salary

and Career

Development
urvey

ment, financial, retailing, aerospace/defense,
and healthcare.

For the time period January 2011 to July 2011,
the pharmaceutical industry shed 18,264 jobs
and for the same period this year 8,968. And
while the reasons for job cuts were not cited by
individual industries in the early August Chal-
lenger, Gray & Christmas jobs report, the top
five reasons for job-cutting across industries
are: restructuring, closing, cost-cutting, eco-
nomic conditions, and loss of contract.

However, while job cuts may be leveling off
in the pharmaceutical industry, planned hiring
is not in the cards. In the jobs report, for indus-
tries planning to hire, pharmaceuticals were
in the bottom three. In fact, in another report,
earlier this year, smaller to mid-size biotech
companies were the ones more likely to predict
growth versus one-third of larger companies. In
an Aon Hewitt report, less than 5% of the small-
to mid-sized biopharma companies expected
their staffing to decrease, compared to 15% of
the larger sponsors.

With all of the downsizings, and seemingly
less or non-growing staff to handle the workload,
the larger pharmaceutical companies are tasked
with merging internal capacities, weeding out re-
dundant departments and positions, and figuring
out what to do with the capabilities in which they
will no longer invest. Among these companies,
outsourcing is the key to getting work done.
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Business or Industry Respondents Work In

Biotechnology

Clinical laboratories
Investigative sites
CROs

Consulting
Government
Independent CRA

Medical devices

Sponsor

Trial/Site Mgmnt organization

Figure 1.
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Source: Applied Clinical Trials, CenterWatch survey, 2012.

Industry Sector with Most Opportunity

Major biopharma
Mid-size biopharma

Small biopharma

mean a boon of sorts to contract re-
search organizations.

Both trends come to light in sepa-
rate surveys. The first we conducted
in August, where we asked: “Has your
need to provide oversight of these
sourcing relationships changed over
the last two years?” The responses
were weighted toward a definite in-
crease at 62%.

And the second trend, what it
means to CROs, the Salary and Ca-
reer Development Survey conducted
in September and October by Cen-
terWatch and Applied Clinical Trials
found that respondents working for
CROs were significantly more likely to
see a positive change in the economy
compared to sponsors or investigative
site respondents.

In his September 2012 column, Ken
Getz offered a more targeted analysis
of the CRO market size in the United
States. From Tufts CSDD data, it sur-
mised a total of 21,000 US jobs in the
clinical research segment; 643 total
companies, and the total share of US
personnel comprises 13% worldwide.

Major CRO
Mid-size CRO
Small CRO

Other

1 1 1 1 J
0 5 10 15 20 25

Source: Applied Clinical Trials, CenterWatch survey, 2012.

Figure 2.

Academic Medical Center

Community-based Investigative Site

Its analysis, which includes regulatory
services, has the clinical research mar-
ket valued at $6.5 to $8 billion. Approx-
imately 17% of the companies provid-
ing these services are publicly traded.
In other reports, the forecasts are
for growth in global CRO market size
and penetration. Business Insights
forecasts the market to be $35 billion
next year, and Frost & Sullivan antici-
pates Compound Annual Growth Rate

In a January 2012 Annual Global CEO Survey from
PriceWaterhouseCoopers, it found that 43% of biopharma
CEOs had outsourced a business process function in 2011.
This compares with all other industries, where CEOs re-
ported 35% to the outsourced business function question.

In a survey that Applied Clinical Trials conducted in
August, results found the following top three outsourced
functions: full-service CRO, 41.3%; monitoring, 21.7%; and
subject recruitment, 13%.

All of this outsourcing activity translates into additional
downstream trends. The first is the ability of both the
sponsor and its outsourced partner to effectively manage
the outsourced relationships. And second, is that it could
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of 10.5% through 2017. William Blair
& Co. expects the current outsourcing penetration rate
to increase by a few percentage points over the next year
or two, and CRO management commentary suggests that
over the next five to seven years the outsourcing penetra-
tion percentage could increase to more than 60%. Its model
currently anticipates a 10% increase in penetration from
2010 through 2015. What this all means is that pharma is
relying on CROs and service providers more than ever in
its clinical research.

Methodology
Applied Clinical Trials has conducted the Salary and Ca-

reer Development Surveys on a biannual basis since 2006.
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2012 Salary and Career Development Survey

Majority Respondent Profile

Employed Full-Time

By a Pharma Sponsor

As a Manager or Project Manager

With 14.5 Years Experience

And 7 years with Their Current Company

Table 1.

of responses originated from the United States and the
majority of the sample was employed full-time. A third of
the survey respondents possessed a bachelor’s degree as
their highest level of education completed and over half
of the sample had some type of advanced degree, indicat-
ing a highly educated group overall. Survey respondents
averaged 15 years of experience in their profession and
averaged seven years with their current employer (Table
1). The survey instrument contained a variety of ques-
tions relating to job satisfaction, job security, career
direction, challenges in the work environment, and the
economy’s impact on careers and the clinical research
industry in general.

According to the CenterWatch re-
search analyst conducting the past two
surveys, the 2012 results were largely

salary Wave Il very similar to the 2010 survey—the
PaaRion Median Salary Median Salary sample composition was generally the
2010 2011 same as the last survey in terms of in-
Project Manager $ 88,620 $ 94,191 dustry/type of business/years experi-
Manager $ 96,716 $ 98,000 ence and tenure at current company.
Clinical Research Coordinator $ 50,800 $ 51,750 The following differences will be high-
; - - ; lighted in this article:
Medical/Clinical Operations Director $ 150,000 $ 166,000 « Salary
Clinical Research Associate $ 74,750 $ 81,000 e Job security
Associate Director $ 129,000 $ 138,000 e Global trial challenges
Quality Assurance/Quality Control Officer $ 90,000 $ 95,778 e The economy
Scientist/Researcher $ 64,241 $ 69,660
Vice President $ 184,000 $ 195,025 Salary ‘ .
Business Development/Operations $ 99,590 $ 103,200 Overall, salaries have increased from
: : 2010 to 2011. The proportion of respon-
Data Manager/Clinical Data Specialist $ 67,500 $ 69,500 dents who received supplemental in-
Independent Contractor $ 109,500 $ 92,500 come this past year is the same as in the
Chief Executive Officer $ 170,000 $ 180,000 past survey.
Biostatistician $ 112,136 $ 106,879 Table 2 and Table 3 show the posi-
sales $ 112,000 $ 125,000 tions for which we surveyed, along
with the increases between the two
Analyst $ 95,000 $ 97,000

Source: Applied Clinical Trials/CenterWatch Salary and Career Survey, 2012

Table 2.

For our surveys in 2010 and 2012, we partnered with Cen-
terWatch to develop the questionnaire and analysis of the
data. Their own report from this shared data will be pub-
lished in their January/February 2013 issue.

The 2012 Salary and Career Development Survey
was conducted during the months of September and
October 2012. The survey was conducted online and
was e-mailed to a broad range of clinical research pro-
fessionals worldwide (Figure 1). A total of 1,068 profes-
sionals responded to the survey. Close to three quarters
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years. Also, we surveyed changes by
industry sector, illustrated in Figure
3. All in all, there were increases to
median salaries even with the nega-
tive economic news. For US regions,
the largest gainer was the Northwest,
followed by the Midwest, Northeast, Southwest and the
Southeast, where median salaries remained static.

Job security

With the losses and downsizings reported for the last
three years, we asked respondents how secure they felt
about their current position. Respondents in this year’s
survey were more optimistic about job security compared
to two years ago. A significantly higher proportion of re-
spondents perceived their job security to have improved
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Sector Median Salary

When asked about the security for
clinical research professionals for

Median Salary the past two years, the same indus-

2010 2011 try sectors reported significantly in-
Biotechnology $ 96,000 $ 101,653 creased to 44% of CRO respondents;
Clinical laboratories $ 91,500 $ 92,500 35% for investigative sites; and 46%
Clinical Study/Investigative Site $ 58,000 $ 60,000 for sponsors.
CRO $ 98,000 $ 100,000 .
Drug Dev./Clinical Trials Consultant $ 96,425 $ 82,000 GIOba.I trial (.:ha".enges .. .

: : There is no mistaking that clinical tri-
Government § 79,000 § 79,000 als have gone global, with no signs of
Medical Devices $ 104,700 $ 108,771 turning back. While the current dis-
Pharmaceutical sponsor/biopharmaceutical/ tribution of clinical trials registered on
. . $110,500 $117,922 .. . .

biologics ClinicalTrials.gov features most trials
Trial/Site management organization $ 75,000 $ 78,000 still conducted in the United States,

Source: Applied Clinical Trials/CenterWatch Salary and Career Survey, 2012

Table 3.

How Secure Do You Feel Your Job is With Your Current Employer?

M Very secure

Source: Applied Clinical Trials, CenterWatch survey, 2012.

Figure 3.

B Not at all secure
Not very secure

Bl Somewhat secure

Europe, and Canada, the current value
for the outsourcing market in China is
pegged at $400 million.

However, there has been noted con-
cern that global trials are not all they
are cracked up to be.

In Ken Getz’s March 2012 column,
he reflected on the rush to global
trials as a panacea for faster enroll-
ment numbers. However, the enroll-
ment could be deceiving. As he wrote:
“Sponsors and CROs have focused on
enrollment rates but less on setting
up and coordinating the infrastruc-
ture in remote regions to support
these sites. One of the largest global
CROs reported that on a recent piv-
otal trial it took three times longer to
establish the infrastructure and work
with health authorities and regulatory
agencies in remote regions. A clinical
supply manager recently told me that

compared to two years ago (Figure 3). Once again, as with
the overall economic view, when looking at the results by
industry, respondents working for CROs were significantly
more likely to respond that they were very secure in their
current jobs.

For this response the changes between 2010 to 2012
were non-existent. But, when asked about job security
compared to three years ago with clinical research profes-
sionals in general, all respondents noted an uptick in the
positive side of the spectrum.

By industry, 42% of CRO respondents felt very secure
with their current employer, versus 31% of site respondents
and 18% of sponsors. These numbers improved greatly
when checking the “somewhat secure” rating to 46% for
CROs, 55% for sites, and 60% for sponsors.
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study drug shipping times to remote
regions took up to twice as long.”

Getz also noted in a Tufts CSDD 2011 study that ex-
amined 16,000 investigative sites participating in 155
global Phase II and Phase III clinical trials found the
following:

e Eighty-five percent of all sites eventually achieved target
enrollment rates, however less than half did so within
the planned clinical trial timeline.

¢ Fifteen percent took more than twice as long as planned.

¢ Eleven percent of global sites on average did not enroll a
single patient.

Other surveys have shown that sponsors do have
greater challenges in the shipping and logistics of the
global clinical trial supply chain. Also, concerns ex-
ist regarding regulatory agencies in the United States
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2012 Salary and Career Development Survey

What Type of Change Do You Foresee in the Economy for
Your Company and for Industry? CRO Respondents Only

W Positive Change
M Negative Change
B No Change

M Don't know

Source: Applied Clinical Trials, CenterWatch survey, 2012.

Figure 4.

What Type of Change Do You Foresee in the Economy for
Your Company and for Industry? Investigative Sites Only

W Positive Change
W Negative Change
B No Change

M Don't know

Source: Applied Clinical Trials, CenterWatch survey, 2012.

Figure 5.

What Type of Change Do You Foresee in the Economy for
Your Company and for Industry? Sponsors Only

23% 25% W Positive Change
1 Negative Change
M No Change

M Don't know

Source: Applied Clinical Trials, CenterWatch survey, 2012.

Figure 6.
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and Western Europe acceptance of
data from clinical trials in emerging
markets.

Regardless of what sponsors are
considering about global trials at the
higher levels, so far as our survey
goes, the increase in global trials did
not make the top three short list of
challenges facing clinical trials pro-
fessionals today. Nor has the increase
in this specific challenge shown a
change from the last survey, a mere
4% increase.

However, when asked specifically if
the professionals were facing increas-
ing, decreasing, or the same amount
of challenges from global trials, the
majority (46%) said it was increasing.
Only 2% noted a decrease. The most
significant challenges associated with
the increase in global trials included
the increased workload; changing
regulatory requirements or manag-
ing various regulatory requirements;
achieving global consistency; and
technology challenges.

The economy

As mentioned, the economy has
more than the actual financial effect
on the industry. The economic per-
formance of a company leads to its
changing business strategies and op-
erational practices to get more value
and efficiency.

As mentioned, the respondents
from CROs more highly reported a
positive change in the economy
(Figure 4, Figure 5, and Figure 6).
It could be from all the other factors
listed above...an increase in outsourc-
ing; an increase in workload; a de-
crease in pharma staffing sizes. While
we can’t pinpoint the reason from this
survey, we hope that the positive feel-
ings spill over to the other market sec-
tors and well into the next two years,
when we conduct the next survey.

Editor's note: Additional figures for

the survey are available in the online
version of this article.
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G fFrom the

Staff

From the staff of Applied Clinical Trials, we would like to extend our
wishes for a prosperous and joyful new year to all of our readers as we
enter into 2013. This past year has been one of many changes for Applied
Clinical Trials and the clinical trials industry, and we'd like to thank you

for allowing us to be your guide through these changing times.

Our Corporate Profiles section provides readers with the essential, up-to-date
information about the companies that provide services to the clinical trials community.
We compile this section to give readers the opportunity to gain a deeper understanding
about the products, services, and capabilities of key vendors in the industry by

profiling each company and highlighting their histories, present, and future.

Please contact the Applied Clinical Trials staff with your questions
and comments. We look forward to hearing from you.

We hope this can be a valuable resource to you.
Best Regards and Cheers,

The Staff
Applied Clinical Trials
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Corporate Profiles

Applied Clinical Trials

o013
%\‘ecﬂ“‘! BBy

Applied Clinical Trials
ISELIN OFFICE

485 Route 1 South
Building F, First Floor
Iselin, NJ 08830

TELEPHONE
732-596-0276

FAX
732-647-1235

CHESTER OFFICE
Bridgegate Pavilions, 4A
Chester Business Park
Wrexham Road

Chester, CH4 9QH

WEBSITE
www.appliedclinicaltrials
online.com

DATE FOUNDED
1992
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Magazine Description

ACT is the leading global publication serv-
ing professionals who develop and conduct
clinical trials. ACT reaches a global circulation
approximating 18,250 subscribers, 12 times a
year, offering practical peer-reviewed advice
and information for trials professionals.

ACT’s readers work in corporate manage-
ment, marketing, drug research, clinical trials
management, eClinical, project management,
GCP auditing, and regulatory affairs. Among
its readers, 59.2% work in pharma/biopharm/
biologics companies and 14% are with CROs.

Now in its 21st year of service to the clini-
cal trials industry, ACT continues to deliver
editorial coverage of the latest industry trends,
technologies, legislation, and regulations that
affect global clinical trials.

Major Issues
ACT has a major bonus distribution program
for 2013. Additional copies will be distributed
at the following important industry meetings:
e January: EFGCP Annual Conference,

CBI 7th Annual Cardiovascular

Risk Assessment Summit

ADVERTISING

e February: HIMSS, DIA Annual EuroMeeting,
CBI 8th Annual Biosimilars and Follow-on
Biologics, CBI 8th Annual Forum on Late
Phase Research/ Real World Data,

CBI ClinTech 2013

e March: ACRP Global Conference,

C.R.O.W.N.

. April: lIR Partnerships in Clinical Trials,

BIO International Convention, ICR Annual
Spring Conference, CBI 8th Annual Forum
on Global Clinical Trials Registries and
Results Databases, CBI 10th Anniversary
Forum on Patient Reported Outcomes

e May: MAGI Clinical Research Conference East,
ASCO Annual Meeting, CBI 5th Annual Clinical
Trial Budgeting and Project Management

® June: DIA Annual Meeting

e September: RAPS: The Regulatory
Convergence, SCDM Fall, IIR Clinical
Business Expo, IR Partnerships in Clinical
Trials Asia, DIA EDM, CBI 15th Registries
and Post Approval Studies Congress

e October: CPhl Worldwide, MAGI
Clinical Research Conference
West, AAPS Annual Meeting

e November: CBI 3rd Annual Interactive
Response Technologies for Clinical
Trials, CBI 6th Annual Clinical Trial
Budgeting and Project Management

Contacts

Russell Pratt, Vice President of Sales/
Group Publisher

E-mail: rpratt@advanstar.com

US: 732-346-3018, Fax: 732-647-1235

Wayne K. Blow, Sales Director

E-mail: wblow@advanstar.com

US: 732-346-3021, Fax: 732-647-1235

UK: 44 1925 732 797, Fax: 44 1925 732 798

Mark Hickey, Western Sales Manager
E-mail: mhickey@advanstar.com
US: 303-519-0260, Fax: 847-919-4627

Laurie Marinone, East Coast Sales Manager

E-mail: Imarinone@advanstar.com
US: 508-808-4723, Fax: 508-675-0964
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ACM Global Central Lab
US Facility

160 Elmgrove Park
Rochester, NY 14624

European Facility
23 Hospital Fields Road
York, UK YO10 4DZ

TELEPHONE
800-525-5227

FAX
585-247-7735

KEY CONTACT
Mark Engelhart
Chief Commercial Officer
585-429-1990

E-MAIL
mengelhart@acmlab.com

WEBSITE
www.acmgloballab.com

NUMBER OF EMPLOYEES
500

DATE FOUNDED
1997
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ACM Global Central Lab

HELPINGI LEAD THE WAY IN
CLINICAL TRIALS TESTING

Corporate Description

ACM Global Central Lab specializes in deliv-
ering high quality central laboratory testing
services in support of clinical research stud-
ies. ACM Global offers a flexible approach,
with a focus on detail and customer service.
Operating in more than 60 countries, ACM'’s
analytical team performs 20 million diagnostic
tests each year spanning all medical disci-
plines, including pathology, microbiology and
molecular diagnostics, flow cytometry, spe-
cialized biomarkers, and pharmacogenomics.
ACM Gilobal keeps trials on schedule by con-
ducting and managing all tests from central
lab facilities with a seamless data manage-
ment process and single global database.

Major Markets Served

Pharmaceutical, biotech, and contract
research organizations in all regions of the
Americas, Eastern and Western Europe,
Israel, Russia, India, China, Southeast Asia,
Australia, and New Zealand.

Major Services

With a staff of 500 laboratory experts, ACM
Global offers a broad and customized menu
of safety and specialty tests for clinical tri-
als, including:

ADVERTISING

Central lab services:

¢ Project management

e | ogistics

e Reporting

e Data management

¢ Biostorage/specimen management

Specialty testing:

e Clinical chemistry

¢ Hematology

e Endocrinology

e Allergy testing

e Coagulation

e Immunology

e Serology/virology

e Flow cytometry

e Anatomic pathology
e Cytopathology

¢ Microbiology and molecular diagnostics
e Toxicology

central laboratory
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That’s how I help ACM Global Central Lab lead the way in clinical trials testing.
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Corporate Profiles

ActiGraph

Corporate Description

ActiGraph is a leading provider of objective
patient monitoring solutions for the global
research community. Trusted by thousands

of academic and scientific institutions in

more than 65 countries, ActiGraph physical
activity and sleep/wake monitoring hardware
and software are the most widely used and
extensively validated actigraphy measurement
systems available. Through its collaborative
relationship with the scientific community

and a highly skilled and responsive team of
hardware engineers, software developers, and
customer support staff, ActiGraph delivers
innovative patient monitoring solutions that
improve clinical trial effectiveness, efficiency
and data quality.

ActiGraph Patient Monitoring Solutions
ActiGraph objective monitoring solutions can
be implemented across a wide range of re-
search and clinical scenarios to deliver highly

ficiency in near real time. ActiGraph’s innova-
tive mobile communication platform provides
instant feedback to the patient and allows the
study team to view data remotely and com-
municate directly with the patient through a
secure study-centric web portal. Our robust
customer-driven analysis software provides
a comprehensive selection of tools for high
resolution batch analysis, data management,
and reporting.

ActiGraph patient monitoring solutions are
highly customizable, and we offer a variety
of data capture, real-time mobile and web-
based communication, analysis, manage-
ment, and reporting tools which can be
configured to achieve the specific objectives
of each trial.

ActiGraph Solution Benefits

e Optimize Patient Enrollment—Objective
physical activity and sleep behavior profiles
help the research team identify the most
qualified patient candidates during the
recruitment process.

¢ Increase Patient Safety—Objective health
measures delivered in near real time allow
the study team to quickly identify subtle
behavioral indicators of drug efficacy or po-
tential adverse events during intervention.

¢ Improve Data Quality—Augment subjec-
tive patient reported outcome data with
continuous objective measures to increase
contextual meaning and enhance overall
data quality.

e Make Timely Decisions —In-field remote

accurate, quantifiable insight into the real-

world behaviors of patients and study partici-
pants. Our suite of extensively validated, wire-
less enabled physical activity and sleep/wake

monitoring of objective patient data helps
the study team detect unfavorable out-
comes quickly and make critical, cost sav-
ing decisions on the future of a trial.

ActiGraph
49 East Chase Street
Pensacola, FL 32502

TELEPHONE
850-332-7900 monitoring actigraphy devices, coupled with a
powerful analysis software and synchronized
FAX mobile and cloud communication platform
850-332-7904 . o . '
delivers accurate, objective behavioral and
E-MAIL

physiological measures including amount
and intensity of activity, energy expenditure,
posture, steps taken, heart rate, and sleep ef-

sales@theactigraph.com

WEBSITE
www.actigraphcorp.com

DATE FOUNDED
2004
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AtCor Medical
One Pierce Place Suite 225-West
ltasca, IL 60143

TELEPHONE
630-228-8871

FAX
630-228-8872

E-MAIL
info@atcormedical.com

WEBSITE
www.atcormedical.com
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AtCor Medical

AtCor Medical, The Blood Pressure Core Lab

Corporate Description

AtCor Medical offers an integrated, global
view of blood pressure in clinical trials, with
technology that is the gold standard in central
blood pressure and arterial stiffness mea-
surement, as well as best-in-class ABPM
technology.

AtCor’s SphygmoCor® XCEL, measures
brachial and central aortic blood pressures
automatically with an easy-to-use, bra-

chial blood pressure cuff-based system. The
SphygmoCor® XCEL system also measures
carotid to femoral pulse wave velocity simply
and quickly, using carotid tonometry and a
femoral cuff which can be placed over light-
weight clothing.

AtCor offers 24-hour ambulatory blood
pressure measurement with the Sun Tech
Medical® Oscar 2™ system. This comfortable
ABPM system promotes patient compliance

ADVERTISING

during home monitoring and has been vali-
dated to all three internationally recognized
standards.

AtCor also provides comprehensive clinical
trials support services worldwide: advanced
technologies, trial site training, real-time site
support, and data quality management using
our secure WISDOM data transfer system.

AtCor’s SphygmoCor® systems have been
used in major clinical trials for the last decade
and have been featured in over 600 studies
published in peer-reviewed journals. AtCor’s
unique technologies and the high quality of its
service have won the loyalty of leading phar-
maceutical clients throughout the world.

AtCor Medical. New insights, New solutions.

AtCo L@

MEDICA
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Almac Group
25 Fretz Road
Souderton, PA 18964

TELEPHONE
215-660-8500

FAX
215-660-8501

E-MAIL
info@almacgroup.com

WEBSITE
www.almacgroup.com

NUMBER OF EMPLOYEES
3,400+

DATE FOUNDED
1989

Corporate Profiles

Almac

ALNMAC

One Company. Limitless Benefits.

Almac offers an integrated supply chain man-
agement solution that draws from the exper-
tise of our best-in-class clinical trial supplies
and IVR/IWR based services. Our integrated
solution does more than just combine related
services under one roof; it incorporates sup-
ply planning, technology implementation, and
project oversight into a unified study start-up
and management approach that optimizes the
supply chain at each level.

Almac has over 20 years of experience in the
management of clinical trial supplies and IXRS®
technology. Our clinical supplies management
and technology services have been deployed
in over 8,000 trials and in over 80 countries
globally. With a wide range of therapeutic
experience and industry-leading experts in
supply-chain management, Almac offers
clients a specialized solution to efficiently plan,
forecast, and manage supplies during clinical
trials.

Clinical Technology Solutions

¢ [XRS® (Interactive Voice and Web
Response Systems)

Biostatistical services

Patient enrollment and screening
Adaptive trial design

* Randomization and drug assignment
Data integration

ePRO (Electronic Patient Reported
Outcomes)

Clinical helpline

Patient management/compliance

ADVERTISING

Clinical Trial Supply Solutions

® Manufacturing and blinding solutions

e Comparator sourcing

e Packaging of clinical supplies (blistering,
bottling, and carding)

e Over-encapsulation

e Labeling of clinical supplies

e Cold chain management

e QP Release (with analytical support)

e Shipping temperature electronic monitoring
system (STEMS)

e Global distribution and depot network

e Returns, accountability, and destruction

® Drug supply management

Corporate Description

The Almac Group provides a broad range of ser-
vices from R&D, biomarker discovery and devel-
opment, APl manufacture, formulation develop-
ment, clinical trial supply, and IXRS® technology
(IVRS/IWRS), to commercial-scale manufacture.
Almac provides services to more than 600
companies, including all the world leaders in the
pharmaceutical and biotech sectors.

The company employs over 3,400 individuals
and is headquartered in Craigavon, Northern
Ireland. US operations are based in Pennsyl-
vania, North Carolina, and California. Alimac’s
North American Headquarters is located in
Souderton, PA. Aimac will expand its Asian
operations by opening offices in Singapore and
Japan in early 2013.

To find out more about Almac visit
www.almacgroup.com.
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Making Clinical Trials
Work Better”

For the Patient. For the Site. For the Sponsor.

Almac makes clinical trials work better and improves compliance by
engaging patients across multiple modalities - anywhere, anytime, on
any device - while enhancing site workflow efficiency and empowering
sponsors with real-time data to make intelligent decisions. Through a
combination of world-class IXRS® technology, Almac Interactive Reporting,
and 24/7/365 trial support, Almac assures that our clients’ investments in
patients, sites, and clinical supplies are maximized.

I><XRS® » Patient Enrollment and Screening ¢ Statistical Services
» Randomization and Drug Assignment ¢ ePRO ¢ Patient Management/Compliance
* Drug Supply Management ¢ Clinical Hotline

FOR FURTHER INFORMATION VISIT OUR WEBSITE OR CONTACT ALMAC ON:

T: +1 215 660 8500 (US Inquiries) —
T: +44 (0) 28 3835 2121 (EU Inquiries) AI_I\/IA" \
E: clinicaltechnologies@almacgroup.com S

WWW.almacgroup.com Partnering to Advance Human Health

N




AndersonBrecon
North America

4545 Assembly Drive
Rockford, IL 61109
+1 815-484-8900

Europe

Wye Valley Business Park
Hay-on-Wye, HR3 5PG UK
+44 (0) 1497-820829

E-MAIL
Sales@AndersonBrecon.com

WEBSITE
www.AndersonBrecon.com

NUMBER OF EMPLOYEES
1,200

DATE FOUNDED
1967
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AndersonBrecon

Corporate Description

The pharmaceutical industry trusts Ander-
sonBrecon for the packaging solutions that
increase their products’ speed to market and
opportunities for success. Only Anderson-
Brecon brings the proven experience that
comes with more than 50 successful product
launches a year and over four decades in

the healthcare business. Leading technol-
ogy and continued investment enables us to
address global packaging needs throughout
the product life cycle—from Phase | clinical
trials through commercialization and ongoing
supply. Our clients view us as an extension of

their business and a collaborative partner, with

the shared goal of improving patients’ lives.

Major Products/Market Served

We offer global packaging and distribu-

tion services, supporting programs in over
100 countries worldwide through our global
distribution network. Project management
and support services are offered across two

continents, ensuring seamless trial support for

your program.

Major Services
Packaging Services

¢ Blister packaging

e Pouch/sachet filling

ADVERTISING

Bottling

Kit assembly

Tube filling

Vial/syringe labeling

Custom device assembly
Compliance prompting packaging
Walleting

Expiry date extension

Sch 1I-V controlled substances
Refrigerated storage and cold chain
distribution

Penicillin products

Cytotoxins and potent compounds
Storage

Distribution

Returns management and destruction

Program Support

Project management

Package design and development
Cross-continent CT services

Labeling services including randomization,
code breaks, and multi-language capabilities
On-site laboratory services including ana-
lytical, microbiological, method develop-
ment, import, ICH stability testing, and EU
product release

Child resistant/senior friendly packaging
Comparator product procurement
Over-encapsulation and placebo capsule
manufacture

Cold Chain including 2 to 8 C, -20 C, and
-80C

QP services

Web-based connectivity

Twelve global facilities audited by regula-
tory agencies including FDA, MHRA, DEA,
Home Office, and ISO

M AndersonBrecon

AmerisourceBergen Consulting Services
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We Are
AndersonBrecon

AndersonBrecon is a global healthcare packaging company Manufacturers trust AndersonBrecon for the proven experience,
that partners with pharmaceutical and biotech manufacturersto  exceptional quality systems and continued technology

increase their products’ speed to market and opportunities for investment they bring to their packaging solutions, along with
commercial success. With 12 state-of-the-art facilities across the strength and stability that comes from being part of the
North America and Europe, AndersonBrecon offers a broad range  AmerisourceBergen family of companies.

of services to support packaging needs throughout the product

AndersonBrecon is the alignment of the Anderson Packaging

life cycle — from Phase | clinical trials through commercialization USA and Brecon Pharmaceuticals UK companies. To learn more

and ongoing supply. visit www.andersonbrecon.com.

Performance that builds txust. Partnerships that create success.

Europe Wye Valley Business Park, Hay-On-Wye, HR3 5PG, UK. Tel +44 (0) 1497 820829 Qﬂ AndersonBrecon®

North America 4545 Assembly Drive, Rockford, Il 61109, USA. Tel +1 815 484 8900 AmerisourceBergen Consulting Services




Barnett International
250 First Avenue
Suite 300

Needham, MA 02494

TELEPHONE
800-856-2556

FAX
781-972-5441

E-MAIL
customer.service@
barnettinternational.com

WEBSITE
www.barnettinternational.com

DATE FOUNDED
1979
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Corporate Profiles

Barnett International

Corporate Description

Barnett Educational Services is a leader in
training and resources for clinical research
professionals. The Barnett approach is unique
in that in combines content development
expertise with a high level of subject matter
experience, engaging instructional design,
and a multi-platform approach.

Major Services

Our education and training portfolio offers

diverse options for all types of learners:

e One- and two-day live seminars held mul-
tiple times throughout the calendar year, in
convenient locations

e One to three hour interactive web seminars,
conveniently taken from your home or
office computer

® Regularly updated leading industry
reference guides and publications

ADVERTISING

e Customized training solutions, delivered

right to you at your site:

o Custom on-site or web-based training

o Curriculum compliance assessment
and development

0 elLearning module development

o Virtual meetings support services

o SOP development and training

o Mock audit and compliance training
services

®BARNETT

EDUCATIONAL
SERVICES
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@BARNET T

Connecting
' Learning to

Clinical Research
Outcomes

Live and Web-Based Training Programs

%) BARNETT EDUCATIONAL SERVICES smaey ol
Comprehensive Monitoring Curriculum Offered at 3 Levels
E‘I‘E"‘!““;‘“ﬁm"‘“ h Complete Project Management Curriculum Offered at 3 Levels
inica imeseaals rc Key Operational, Regulatory, and Research Site Focused Courses

for Industry

COURSE AND PUBLICATIONS CATALDG | JULY - DECEMBER 112

Custom Programs and Services

GCP Online Training and Knowledge Assessments and Certification
Curriculum Development, including Gap Analysis and

Compliance Assessments

Mock Audit and Follow-Up Training, SOP Development and Training
CRA and CRC Curriculum and Train-the-Trainer Programs

Publications

Collection of Easy-to-Use Reference Guides,
Customizable with your Company Logo
Regulatory Textbooks, Industry Compendium,
Reference Manuals, and Trend Reports
Clinical Job Aides

Barnett's Comprehensive
Training Catalog Now Available!
Download at:
www.barnettinternational.com

Barnett's On-Demand GCP Refresher Training

Key Features:

® nteractive, scenario-hased GCP
self-paced training course for clinical
research sponsor companies

* Application-based assessment that tests
participants’ understanding of how GCP
is applied in workplaces

We look forward to seeing you at an upcoming course!

Barnett International: A division of Cambridge Healthtech Institute

250 First Avenue » Suite 300 » Needham, MA 02434 USA  Phone: (800) 856-2556 Barnettinternational.com
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BioClinica, Inc.

SIOCLINICA

BioClinica, Inc.
826 Newtown-Yardley Rd.
Newtown, PA 18940

Corporate Description

BioClinica, Inc. is a global provider of
integrated, technology-enhanced clinical trial
management solutions. BioClinica operates
regulatory-body-compliant imaging core labs
on two continents, and supports worldwide
eClinical and data management services from
offices in the United States and Europe. As an
imaging core lab and electronic data capture
pioneer, BioClinica offers the technology and
the expertise resulting from more than 22 years
of experience. Whether you are a sponsor or a
CRO, a virtual company or a global enterprise,
or are looking for a single solution or a suite—
BioClinica offers value and dependability.

Products and Services

eClinical solutions, a full range of products

designed to manage clinical data and make

trials easier:

e Express EDC (electronic data capture)

e OnPoint CTMS (clinical trial management
system)

e Trident IWR/IVR (interactive web/voice
response)

e Optimizer (clinical supply chain simulation
and forecasting)

e Clinical data management and coding

Imaging core lab services, supporting medical
image management for clinical trials:

e Scalable, high-availability, and managed
hosting for SaasS offerings

e Operational study support: project
management, data management, electronic
form design, logistics, and more

¢ Global technology support: multilingual,
24/7/365, help desk, training, operations

As a leading independent Imaging Core

Lab (ICL), BioClinica offers medical image
management services for the lifecycle of
your clinical trial supporting a wide range

of imaging modalities. BioClinica services
include the collection, processing, analysis,
and regulatory submission of medical images
and related clinical data, customized to the
needs of your study.

Advanced eClinical solutions from BioClinica
support your organization and augment your
existing resources. In addition to leading
technology, available services include: study
builds, site assessments, system deployment,
end user and site training, lab imports, global
help desk support, data management, SAS
services, study close out, and more.

BioClinica’s portfolio helps sponsors and
CROs to address many of the challenges
that arise in the conduct of global clinical
trials. BioClinica solutions scale, integrate,

TELEPHONE
888-392-7456 e Scientific expertise in major therapeutic areas  and support the improved efficiency and
- e WebSend electronic image transport, flexibility required for modern clinical trials.
267-757-3007 archiving, and collaboration system Complementing best-in-class technology is
an architecture that communicates in real-
saIes@biocIinicaE.-gnc?rI; BioClinica focuses on trial processes that time between applications and maximizes
benefit from the application of technology and data visibility and utility via SharePoint with
WEBSITE

www.bioclinica.com

closely-related expertise, including:
e Specialized, built-for-purpose, clinical trial

built-in connectivity to Outlook and other
Microsoft Office applications. Each solution

NUMBER OF EMPLOYEES applications can be customized according to your
500 * Broad scientific support: consultation, unique needs. To learn more please visit
DATE FOUNDED protocol design, and imaging charters bioclinica.com.
1990
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Biomedical Systems
CORPORATE HEADQUARTERS
77 Progress Parkway
Building One

St. Louis, MO 63043

TELEPHONE
800-877-6334
314-576-6800

FAX
314-576-1664

EUROPEAN HEADQUARTERS

1945 Chaussée de Wavre

1160
Brussels, Belgium

TELEPHONE
+32 (0) 266120 70

FAX
+32 (0) 2661 20 71

E-MAIL
info@biomedsys.com

WEBSITE
www.biomedsys.com

NUMBER OF EMPLOYEES
400

DATE FOUNDED
1975

December 2012
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Biomedical Systems

Corporate Description

Biomedical Systems is a global provider of
centralized diagnostic services for clinical
trials Phases |-V as well as post-marketing
safety studies. Our methods have improved
data accuracy, shortened timeframes, and
lowered costs for sponsors. Biomedical
Systems offers unprecedented stability at all
levels of our organization, from low turnover
rates among our clinical project managers to
the same name and ownership for over 35
years. We partner with all top 10 pharmaceu-
tical companies and have experience with
various regulatory agencies.

Worldwide Reliability since 1975

For over 35 years, Biomedical Systems has
been innovating the acquisition, analysis, and
management of essential clinical data in sup-
port of sponsors’ regulatory filings. Currently,
we have headquarters in North America and
Europe as well as support and logistics offices
in Japan and India which resupply equip-
ment to challenging areas around the world

in a timely, cost effective manner. Biomedical
Systems’ global, multi-lingual staff speaks

26 languages facilitating communication to
deliver better quality data. We have managed
over 14,000 clinical sites in 95 countries and
can offer services and support 24 hours a day,
7 days a week, 365 days a year. Biomedical
Systems has earned a position as a worldwide
leader in the clinical trials industry by investing
in well trained people, innovative technology,
and global infrastructure.

Innovating Centralized Diagnostics
Biomedical Systems has set the healthcare
industry standard providing clients with the
ability to increase cost efficiencies and bring
studies to database lock on an advanced
timeline by combining any of our over 20 mo-
dalities in one study. Biomedical Systems’ pio-
neering spirit is based on a strong history as a
privately held company that focuses on clients
and people. We continue to invest in advanced
technologies to meet the ever-changing needs
of our clients.

Diversified Centralized Services
Cardiac Safety and Efficacy

e Digital 12-lead ECG

e TQT/intensive studies

ADVERTISING

® Holter monitoring

e Cardiac event monitoring

e Ambulatory blood pressure monitoring
e ECG stress testing

* Impedance cardiography

e Wireless ECG monitoring

Pulmonary Function Testing

e Spirometry e Peak flow with eDiary
e Challenge testing ¢ Pulse oximetry

¢ Nitric oxide e Forced oscillometry
e DLco/lung volumes

Medical Imaging

e Echocardiography e Angiography

e CT e DXA

e MRI e PET or PET/CT
e PWP Recordings e SPECT

e Ultrasound e X-Ray

e Video and photography e Nuclear medicine

Digital Pathology

e Liver e Small bowel

e Lung e Bone core

e Kidney e | arge bowel

e Lymph node e Endometrium
Neurophysiology

e EEG e Ambulatory EEG

e Audio evoked potential e Video EEG
e Sleep medicine e Electromyography

ePRO Solutions
¢ Web-based ePRO
e Home ePRO

¢ Site ePRO

Scientific Affairs

¢ Protocol development

® Protocol review

e General consulting

Clinical development strategy
Data analysis and interpretation
Biostatistics

® Report writing

* Assistance with regulatory agency
communication

Data and safety monitoring board meeting
support and training

hiomedical
systems

Worlgwide Reliabi
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Catalent Pharma Solutions

14 Schoolhouse Road
Somerset, NJ 08873

TELEPHONE

888-SOLUTION (765-8846)

38

E-MAIL
solutions@catalent.com

WEBSITE
www.catalent.com

Corporate Profiles

Catalent Pharma Solutions

Corporate Description

Catalyst + Talent. Our name combines these
ideas. Catalent is the global leader in develop-
ment solutions and advanced drug delivery
technologies, providing world-wide clinical and
commercial supply capabilities for drugs, bio-
logics, and consumer health products. With over
75 years serving the industry, we have proven
expertise in bringing more customer products to
market faster, enhancing product performance,
and ensuring reliable product supply.

We serve thousands of innovators, both
established and emerging, in over 80 markets,
including 49 of the top 50 pharmaceutical and
41 of the top 50 biotech companies. Our team
of over 1,000 talented scientists has supported
more than half of the innovative drug and bio-
logic approvals since 2004, and we have more
than 450 active development programs for new
customer products. We have 18 development
teams in 10 markets. Our 25-plus global sites
serve over 1,000 customers in over 80 countries
supplying more than 60 billion units annually.
Our significant intellectual property includes
over 1,400 patents and patent applications.

Whether you are looking for a single, tailored
solution or multiple answers throughout your
product’s lifecycle, we can improve the total
value of your treatments—from discovery to
market and beyond.

Catalent. More products. Better treatments.
Reliably supplied.™

ADVERTISING

Development

With our broad range of expert services—in-
cluding analytical, biologics, pre-formulation,
and formulation—we drive faster, more efficient
development timelines and produce better
products. Our robust GPEx® mammalian cell
line engineering technology accelerates large
molecule drugs from discovery to clinic and
our unique Optiform™ technology ensures
maximum API optimization. With our deep ex-
pertise and our extensive formulation capabili-
ties across a wide range of dose forms, we can
solve even the most complex bioavailability,
solubility, and permeability challenges.

Delivery

We are a world leader in drug delivery solu-
tions with a proven track record of helping our
customers create better treatments by boost-
ing bioavailability, solubility, and permeability;
improving ease and route of administration;
and increasing patient compliance. Our unique
delivery technologies—including RP Scherer
softgel and OptiShell™ capsules, Zydis®
fast-dissolve, controlled release, including
OSDrC® OptiDose™ flexible dose delivery
and OptiMelt™ hot melt extrusion, as well as
inhaled and injectable dose forms—improve
how products work in and for patients.

Supply

We reliably supply our customers through
operational and quality excellence, and we
have regulatory inspection results exceeding
the industry average. As a seamless exten-
sion of your supply chain, we offer global,
integrated manufacturing and packaging
solutions to take your product from design to
clinical trial, to plant, and to pharmacy. We
manufacture oral, sterile, and inhaled dose
forms and produce biologics for pre-clinical

and clinical studies.

Catalegt.,
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Catalent 7

clinical supply #

global

clinical trials.
reduced timelines.

..............................................

INTEGRATED SERVICES,

FASTER TO MARKET

Integrated with clinical manufacturing, analytical,
and regulatory consulting, we provide you with

a faster path to clinic and beyond.

---------------------------------------

COST-EFFECTIVE, DIRECT
COMPARATOR SOURCING

Our sourcing specialists will help you
directly source virtually any product, at
any quantity, anywhere in the world.

............................................

INNOVATIVE PACKAGING
SOLUTIONS

An industry leader in primary and
secondary packaging with automation
and creative packaging solutions.

........................................

WORRY-FREE

WAREHOUSING & DISTRIBUTION
Over 25 years of global supply chain expertise
supporting 4,500 trials from 50+ depots.

Every clinical trial has a challenge.
We have a solution.

Call: + 1888 SOLUTION (765 8846)
Email: solutions@catalent.com

Visit: www.catalent.com

© © @&

DEVELOPMENT  DELIVERY SUPPLY
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CFS Clinical
Valley Forge
Corporate Center

1000 Madison Avenue

First Floor
Audubon, PA 19403

TELEPHONE
888-650-1860

FAX
610-650-1890

E-MAIL
info@cfsclinical.com

WEBSITE
www.cfsclinical.com

NUMBER OF EMPLOYEES
75

DATE FOUNDED
2001

Corporate Profiles

CFS Clinical

JCFS

J CLINICAL

Transforming the Business of Clinical Trials"

Corporate Description

CFS Clinical (CFS) is a specialty provider fo-
cused on the business and financial manage-
ment activities for clinical trials. The company
offers a unique blend of contract, regulatory,
and cutting-edge investigator grant pay-
ment management services, which operate

in unison to accelerate cycle times, manage
compliance and risk, and stimulate investiga-
tor relationships. With our focused expertise,
innovative processes, and integrated technol-
ogy we are able to provide high quality, effi-
cient, and cost effective service solutions that
address critical study startup and financial
issues affecting the clinical trials process.

CFS Global Payment Services (GPS)

Global Payment Services leverages a team
of experts to provide a highly-controlled and
fully-integrated global payment-processing
system, enabling your organization to more
effectively manage business intelligence
and remain in compliance with aggregate
spend and transparency requirements. CFS
Payment InSite™ is our trusted grant pay-
ment platform that serves as the backbone
to our Global Payment Services offering.
Through CFS Payment InSite™, the com-
pany’s exclusive investigator payment plat-

ADVERTISING

form, CFS delivers global payments to sites

quickly, accurately, and with robust online

reporting. Benefits of Payment InSite™ and

GPS include:

® Industry experts who understand the com-
plexity of global payments

* Improved investigator relationships

e Unparalleled transparency

® Enhanced traceability for payments

CFS Contract and Regulatory Services (CARS)
Contract and Regulatory Services address the
critical contracting, budgeting, and regulatory
requirements essential for study startup. By
outsourcing these business processes to CFS
Clinical, sponsors can initiate studies much
more quickly and effectively. CFS Startup
InSite™ technology platform supports CARS
experts by providing enhanced negotiation
and document tracking capabilities along with
enterprise site profile management to reduce
redundant activities that have been inherent in
the process. Benefits to Startup InSite™ and
CARS include:

® Real-time visibility to startup documents

e Enterprise site profiling

Integrated document clause management

e Electronic workflow

eSignature
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Advantage, you.

When you partner with CES Clinical (CFS) you have access to our global capabilities, team of experts,
and state-of-the-art technologies that help streamline your clinical operations and bring your products
to market faster. We are the market leader and trusted partner in providing turnkey business and financial
management services for clinical trials — from study startup to grant payment management and beyond.
Our CFS InSite™ systems deliver unparalleled transparency, quality, and efficiency to your study
site activation and global payment processes.

Contact us today to learn how CFS can give you a true competitive advantage.
www.CFSClinical.com/ACT | info@CFSClinical.com | (888) 650-1860

JCES

Y CLINICAL |

Transforming the Business of Clinical Trials”

US Headquarters: 1000 Madison Avenue, First Floor, Audubon, PA 19403, USA P: (888) 650-1860
In the UK: 7/9 North Saint David Street, Edinburgh, Scotland, EH2 TAW, UK P: 0131 202 6178



Corporate Profiles

clinicalRSVP

clinicalR’Séj/F'

Stopping Dual Enrollment

clinicalRSVP
401 E. Las Olas Blvd.
Suite 130-395

Fort Lauderdale, FL 33301

TELEPHONE
954-727-5785
888-308-7787

FAX
888-308-7787

E-MAIL

contact@clinicalRSVP.com
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WEBSITE
www.clinicalRSVP.com

DATE FOUNDED
2009

Corporate Description
clinicalRSVP (Clinical Research Subject Verifi-
cation Program) is an electronic subject clear-
inghouse designed to prevent dual enrollment
of subjects across multiple concurrent research
studies. In other words, it is a tool for clinical
investigators to objectively authenticate that
their subjects aren’t double dipping in more
than one clinical trial at the same time.
clinicalRSVP works with various sites,
CROs, and sponsors to improve study data
accuracy and participant safety through dual
enrollment prevention capabilities.

Biometric Advantage

clinicalRSVP utilizes USB plug-and-go bio-
metric readers that offer speedy and accurate
digital subject identification.

Why is biometric digital subject identification

important?

¢ Reliable subject identification across sites—
subjects looking to dual enroll will often-
times use a different name or present a fake
ID as a way to enroll in multiple concurrent
clinical trials. Biometric identification offers
an additional safeguard against this type of
subject behavior.

e Overcomes demographic manual entry
error—error rates in manual data entry
have been well documented. A biometric
identification component overcomes this
limitation, and ensures that all subjects are
accurately identified.

ADVERTISING

e Overcomes demographic changes—per-
sons may change their legal name or other
legal identification information. A biomet-
ric identification component overcomes
this limitation.

e Speed—scanning a subject’s fingerprint
provides instant identification. There is no
need to complete lengthy data capture
fields in order to identify subjects by demo-
graphics alone.

Dual Enroliment Prevention Expertise

e Over three years of successful network
administration

e Extensive experience with Phase I-IV
studies

e Over 110,000 subjects searched and
authenticated by clinicalRSVP

e Over 1,200 studies authenticated using
clinicalRSVP

e Over 1,000 cases of dual enroliment
prevented

* Regional and national operational track
record

e One hundred percent satisfaction rate
across sites, CROs, and sponsors

Features

¢ Real-time web access

21 CFR Part 11 compliant

Includes maintenance and validation
Full technical support

Subject discrepancy resolution and 24/7
subject hotline

Research Benefits

e More reliable, protocol compliant
study data

e Increased participant safety

e Better adherence to clinical development
timelines

e Minimized risk of adverse events due to
overlapping subject participation
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Corporate Translations, Inc.
77 Hartland Street
East Hartford, CT 06108

TELEPHONE
860-727-6000

FAX
860-727-6001

E-MAIL

sales@corptransinc.com

WEBSITE

Www.corptransinc.com

December 2012

DATE FOUNDED
1990

Corporate Profiles

Corporate Translations, Inc.

Corporate Description

Corporate Translations is a certified Women'’s
Business Enterprise founded in 1990 to
specifically fulfill the life science industry’s
demand for high-quality translation solutions.
Corporate Translations’ specialized approach
and methodical operating procedures

have allowed the company to achieve an
uncommonly high level of quality and preferred
supplier status for the most innovative
biopharmaceutical companies in the world.

The Preferred Supplier of Translation Solutions
Corporate Translations’ ISO 9001:2008

and EN 15038:2006 quality management
system acts as the foundation for ensuring
the company’s unparalleled quality, 99%
on-time delivery rate and stellar customer
satisfaction score of 9.03 out of 10. We have
demonstrated our commitment to quality
and dedication to customer service, which
have led us to become the preferred supplier
for Pfizer, Abbott Laboratories, Boehringer
Ingelheim, Bristol-Myers Squibb, Merck, and
Novartis, among others.

Services

Translation— Corporate Translations
determines the most appropriate translation
and desktop publishing solutions for a wide
variety of documents including informed
consents, drug protocols, pharmaceutical
product information, marketing materials,
training, eLearning modules, and much more.
We ensure accurate, timely, and cost-effective

ADVERTISING

translations every time through our tried and
tested methodology that includes:

* Document translation

Digital media translation

® Back translation

e Editing

* Proofreading

e Desktop publishing

Translation memory management

e Systematic translation archiving

Linguistic validation—Corporate Translations
is the trusted authority on the linguistic
validation of clinical outcomes assessments
(COAs). Having completed over 10,000
instrument translations, our state-of-the-

art methodology is endorsed by regulatory
bodies worldwide. Corporate Translations
addresses many of the challenges
surrounding patient reported outcomes (PRO)
instrument translation by offering:

® Face validation

e Harmonization

® Back translation

e Cognitive debriefing

e Validation reports and certifications

e Survey research expert review

e ePRO translation consultation

Translation management system—Corporate
Translations offers myCTi—Translation
Management System, a customized and
secure web-based portal that bundles all our
best-of-breed technologies into one customer-
friendly website. Through myCTi—Translation
Management System, users are able to:

* Request quotations and submit associated
documents via secure and encrypted
transfer capabilities

* Approve quotations

e Transfer documents securely

e Track current projects

* View past project activity

® View accounting information, including
spending reports

e Obtain detailed performance information

CORPORATE
TRANSLATIONS

43




PARTNERSHIPS
IN CLINICAL TRIALS

The industry is transforming and
Partnerships in Clinical Trials 2013 is leading the way.
Join us in designing the clinical trial landscape of the future.

All-Star Lineup of Change
Makers to Catalyze Clinical Trials

2 Disruptive Innovation in Clinical Trials

2 Patient-Centered Clinical Trials

Deirdre BeVard Craig Lipset

Endo Pharmaceuticals Pfizer A Highway to Leaner Clinical Operations

A Partnering for Success in Virtual R&D

A Cost and Contract Management

A Executive Leadership Skills

Eric Topol Thomas Koulopoulos 2 New Partnering Paradigms
Scripps Translational Delphi Group/
Science Institute Bentley University

This was a great event for sharing innovative ideas,
meeting people across the industry and building new
relationships. A well-organized and informative meeting

Deborah W. Brooks Terry Jones

The Michael J. Fox Travelocity.com/ with high-quality speakers.
Foundation for Kayak.com

Parkinson’s Research — Miguel Orri, Senior Director, Clinical Sciences, Pfizer

For more information and to register, visit

April 21-24, 2013 | Orlando World Center Marriott
www.clinicaltrialpartnerships.com




CROMSOURCE
European Headquarters
via Scuderlando, 10
37135 Verona, Italy
TELEPHONE

US: +1 617-871-1128
EU: +39 045-8222811
FAX

US: +1 617-871-1129
EU: +39 045-8222812

E-MAIL

cromsource@
cromsource.com
WEBSITE
WWW.Cromsource.com

NUMBER OF EMPLOYEES
600

DATE FOUNDED
1994

December 2012
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CROMSOURCE

Corporate Description

CROMSOURCE is an ISO-certified internation-
al provider of outsourced services to the phar-
maceutical, biotechnology and medical device
industries, specialized in clinical development
and staffing solutions. As a well-established
full-service CRO, CROMSOURCE is unique in
guaranteeing clients that their trials are deliv-
ered on time and to the contract price with no
CRO initiated change orders (our End-to-End
Guarantee). CROMSOURCE operates through
offices across all regions of Europe and North
America and delivers a comprehensive breadth
of services. CROMSOURCE supports the full
spectrum of clinical development, from first

in human conducted in our exceptional early
phase unit, through all subsequent phases of
pre- and post-approval research internationally.

Strategic Services

End to End Guarantee

CROMSOURCE projects are delivered on
time and to the contract price. Guaranteed.

One Trial One Price

Part of our end-to-end guarantee. CROM-
SOURCE guarantees that the contract price
is the final price. There is no change order
culture at CROMSOURCE.

Expert Trial Rescue

CROMSOURCE regularly rescues projects
for clients dissatisfied with the progress of
ongoing studies. Our team quickly assess the
situation and gets such trials back on track.

ADVERTISING

CROM

SOURCE

advise | agree | deliver

A full-service CRO
with a difference...

Timelines and a fixed
price GUARANTEED

www.cromsource.com

Feasibility Plus

Feasibility Plus is provided free and at the
proposal stage. Feasibility Plus provides ac-
curate country and site selection data, and
allows precise budget and timeline forecasts.

Core Services

Clinical Development Services
* Biostatistics

e Clinical monitoring

* Data management

* Drug management

* Feasibility

o |T

® |egal representation

® Logistics

* Medical monitoring

® Medical writing

® Pharmacovigilance

® Project management

e Quality assurance

e Regulatory affairs

e Site selection

Early Phase Services

* ADME studies

e Bioavailability

e Bioequivalence

e Dose ranging/multiple dose tolerance
® Drug-drug interactions

e First in human (SAD, MAD)
e Food effect studies

® Patient studies

e Pharmacokinetics/pharmacodynamics
e Proof of concept

QTc studies
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ERT
1818 Market Street
Suite 1000

Philadelphia, PA 19103-3638
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TELEPHONE
215-972-0420

FAX
215-972-0414

E-MAIL
eresearch@ert.com

WEBSITE
www.ert.com

NUMBER OF EMPLOYEES
828

DATE FOUNDED
1977

Corporate Profiles

ERT

ERT

Getting It Done. Right.

Corporate Description

ERT is a global technology-driven provider of
health outcomes research solutions and services
supporting biopharmaceutical and medical device
organizations to achieve their new medical prod-
uct development and commercialization objec-
tives. ERT harnesses leading technology coupled
with reliable processes and scientific/regulatory
expertise to collect, analyze, and report on clinical
trial data to support the determination of health
outcomes critical to the approval, labeling, and
reimbursement of new medical products. ERT is
the acknowledged industry leader in:

Multi-Mode ePRO Solutions

ERT has combined scientific and regulatory ex-
pertise with innovative technology to deliver mul-
tiple modalities of reliable and practical electronic
solutions for capturing Clinical Outcome Assess-
ment (COA) data which includes patient reported
outcomes, clinican reported outcomes, and
observer reported outcomes (PROs, ClinROs,
and ObsROs). Only ERT offers all proven ePRO
modalities, including mobile handhelds, tablets,
IVRS, digital pen, and web to ensure that the
ideal technology is applied in each study. With
unbiased consultancy in selecting the appropriate
modality, you can eliminate patient compliance
issues, avoid inaccurate, incomplete, or illegible
data, and ultimately produce better-informed
data, be it from a patient, physician, or caregiver.

Suicidality Monitoring

ERT’s pioneering electronic self-rated version
of the Columbia Suicide Severity Rating Scale

ADVERTISING

(eC-SSRS) facilitates compliance with regulatory
requirements for prospective monitoring of sui-
cidal ideation and behaviors (SIB). The validated
eC-SSRS solution, developed in collaboration
with the scale’s lead author, is a cost-effective
and reliable method of prospectively monitoring
for suicidality, and is specified as an appropriate
means for capturing this important data in the
FDA's revised guidance on SIB.

Scientific and Regulatory Consulting

ERT offers the consulting services of several
pioneers in COA research. Our thought leaders
will support the decision making in the creation,
execution, and documentation of a COA strategy
and assist in interpreting and applying regulatory
guidance. Specifically, ERT offers unmatched
consulting in COA instrument development/se-
lection/modification, paper-electronic migration,
and regulatory communication/support.

Centralized Cardiac Safety 2.0

ERT’s Centralized Cardiac Safety 2.0 utilizes
newly developed software technology, within its
best in class EXPERT® operating platform. The
technology enables the collection of real time,
consistent, and high-quality information, easing
site operations and delivering better value to
biopharmaceutical companies. As a result of the
improved data quality and processes associated
with the use of centralized cardiac safety, signifi-
cant cost savings can be recognized.

Respiratory Solutions

ERT is the industry leader in centralized spirom-
etry. From device customization to clinical data
analysis, ERT provides products and services
that ensure the most accurate data and efficient
trial management in the industry. ERT’s respira-
tory services offer quality control, real-time views
of data through a user-friendly web portal, and
Best Test Reviews (BTR) of unacceptable data.

For more information about ERT’s leading solu-
tions visit: www.ert.com
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Eurofins Global Gentral
Laboratory

Eurofins Global Central
Laboratory

Bergschot 71

4817 PA Breda

The Netherlands

TELEPHONE
Washington, DC
+1 866 324 8691

Breda, The Netherlands
+3176 5727272

Paris, France
+33 1 3054 6000

Bangalore, India

+91 80 3070 6687
Singapore, Singapore
+65 6562 3858

Shanghai, China
+86 512 6680 1266

FAX
+31 765737778

E-MAIL
clinicaltrials@eurofins.com

WEBSITE
centrallab.eurofins.com

NUMBER OF EMPLOYEES
450
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Eurofins Global Gentral

Laboratory

&% eurofins

Corporate Description
At Eurofins Global Central Laboratory, laboratory
science is our sole focus. With over 20 years of
experience and scientific expertise, we utilize our
global central laboratories to continually attain
the most cost effective and efficient solutions
for your clinical trial needs. We are dedicated to
providing all laboratory testing needed in clinical
trials and have developed one of the broadest
testing portfolios available in the pharmaceutical
industry today. By combining all laboratory test-
ing in one project, we offer synergetic benefits
with regard to turnaround time of results, harmo-
nized procedures, logistics, and reporting.
Eurofins Global Central Laboratory sup-
ports its customers with six wholly-owned
facilities in the United States, Europe, India,
Singapore, and China. With three central labo-
ratories operating in the Asia-Pacific region,
Eurofins Global Central Laboratory is consid-
ered one of the top central laboratory organi-
zations in the world. If required, we extend our
global coverage through standardized local
central laboratory partners to reduce costs,
accelerate logistic timelines, or to accommo-
date local needs for a given study.

Laboratory testing services capabilities

Global clinical safety and specialized

testing—Full package of routine and non-

routine laboratory testing:

e Clinical chemistry, hematology, immuno-
chemistry, urinalysis, coagulation testing

* Flow cytometry

* Biomarkers

* Hormones, cell markers, cytokine profiling

¢ Infectious disease serology

e Genomic testing

Biomarker Services

e PD—target engagement biomarkers, proof-of-
mechanism, and proof-of-concept biomarkers

e Biomarkers in clinical trials (exploratory and
clinical end-point)

e Fit-for-purpose validation and analysis of
commercially available biomarker assays

ADVERTISING

* Broad range of applied technologies:
ELISA, MSD, luminex, flow cytometry, and
LC-MS/MS

Bioanalytical Services

e Method development, transfer, and validation

e TK/PK

e Bioequivalence studies

¢ Daily therapeutic drug monitoring in clinical
trials

e Dried blood spots

Biopharmaceutical Services

* PK analysis of biopharmaceuticals, includ-
ing monocloncal antibody (MoAb) drugs,
oligonucleotide drugs, biologics, biosimilars

* Immunogenicity testing of biopharmaceuti-
cals and biosimilars

® Vaccine-mediated immunogenicity
(non-infectious disease)

e Screening and confirmation assays

e Functional bioassays (cell-based assays)

Global Infectious Disease Services

e Central laboratory microbiology to support
clinical trials

e Clinical virology services

¢ Non-clinical specialty tests for compound
profiling, cidality, resistance development,
drug interactions

¢ International antimicrobial surveillance
programs

e Extensive repository of clinically relevant
bacteria

e Scientific consultancy

Clinical Trial Supporting Services

e Logistics support and courier management

® Investigator site support

® Multilingual regional helpdesks on three
continents

e Sample management and storage

® Project management

e Data management

e Global LIMS

¢ Real-time validated global results database
via secured data portal

e Global QA and QC, global standard operat-
ing procedures

DEDICATION YOU CAN RELY ON.
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Forte Research
Systems, Inc.
1200 John Q.

Hammons Drive

Suite 300

Madison, Wl 53717
TELEPHONE
608-826-6000

India: 080-42604910
FAX

608-826-6005

E-MAIL
info@ForteResearch.com

WEBSTIE
www.ForteResearch.com

DATE FOUNDED
2000

Exhibitor Profiles, 48th DIA Annual Meeting

Forte Research Systems, Inc.

orte

Research Systems®

Corporate Description

Founded in 2000 and headquartered in Madi-
son, Wisconsin, Forte Research Systems, Inc.
develops and markets clinical and transla-
tional research management software.

By adopting a highly collaborative product
development process, Forte gathers, distills
and fine tunes the best ideas from world-class
research institutions to deliver solutions ad-
dressing key operational challenges.

Specialized Clinical Trial Management Systems
Forte’s Allegro® family of products are easy-to-
use, intuitively designed, cloud-based systems
that support clinical research operations
excellence. Each Allegro product is designed
exclusively for the user community for which it
is intended.

Allegro CTMS@Site —for Investigator Sites
and Research Groups
Today’s investigator sites are accepting a
larger number of studies, implementing tighter
financial controls, and overseeing regulatory
compliance more intensively. As sites track
ever-increasing amounts of information for
their internal monitoring and reporting, they
need a system that gives them more control
over their data than paper or spreadsheets
can provide. At the same time, they need a
system that is easy to use and doesn’t take
a lot of time or resources away from the con-
duct of clinical research.

That is why Forte Research Systems de-
veloped Allegro CTMS@Site® for investigator

ADVERTISING

sites and research groups to help address the
key challenges they face today.

Allegro CTMS@Network—for Site and Trial
Management Organizations and Investigator
Site Networks

In order to successfully manage clinical trials
across multiple sites, numerous requirements
must be met associated with demand genera-
tion, site selection, study start-up, and project
management. Information about individual sites
and across the network is always needed but
can be difficult to obtain, often requiring even
more effort from the sites. In addition, network
organizations often spend a large amount of
time finding and selecting the appropriate sites
and working toward study start-up.

That is why Forte Research Systems devel-
oped Allegro CTMS@Network® for site and trial
management organizations, and investigator
site networks. The system facilitates stream-
lined site selection, timely study start-up cycles,
and up-to-date tracking of protocol activity.

OnCore—for the Research Enterprise

The OnCore® eclinical solution has been
meeting the needs of academic medical cen-
ters, CTSAs, research hospitals, and cancer
centers for over a decade. In addition to
sophisticated CTMS functionality designed for
the clinical research enterprise, OnCore also
has fully integrated patient registries, bio-
specimen management, billing compliance,
paperless committee management, data
management, and EDC functionality.
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" Allegro

\CI/MS@Network

Site Management Organizations and
Investigator Site Networks

Maintain control across all sites in everything
from study start-up activity and project
management through site payment. Account
for all costs up front, reconcile payments, and
automate payments to sites, investigators,
vendors and subjects. Get visibility and
improve processes with dashboards, streamlined
workflows, and project management tools.

gMS@slte

Allegro

Investigator Sites
and Research Groups

Get real-time visibility into study conduct
across the entire trial portfolio. Maintain the
financial health of clinical trial operations with
insights into budgets, invoicing and payments.
Improve efficiency and compliance with
facilitated visit management, reporting, audit
trails, document management, effort tracking,
and now, patient reimbursement cards.

Revenue Forecast: Target vs. Current

Upcoming Visits This Week

Record Count

Protocol: Protocol Name

B Cardio 101
® CVD Xpsil
B Onco Med
B Rheumatoid Arthritis Study

Enroliment Rate By Month

T
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Q\ St S
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On Study Date
Protocol Name

= Cardio 101
= CVD Xpsil

ONCO-BREAST-01

= Onco Med

~ Rheumatoid Arthritis Study SR T

To learn more about the Allegro family of cloud-based, easy-to-use clinical trial
management systems, visit www.ForteResearch.com/ctms-allegro.

Research Systems®

Forte Research Systems, Inc.
Madison, Wisconsin USA

(608) 826-6002

Allegro@ForteResearch.com
http://www.ForteResearch.com/ctms-allegro

Innovating through Collaboration®
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YOUR PEER-REVIEWED GUIDE TO GLOBAL CLINICAL TRIALS MANAGEMENT

Over 1 8,250*BPA#quaIiﬁed cIinicaItr.iaI-
~ professionals around the globe are
.reading Applied Clinical Trials. ..

WHY? Because ACT delivers over 20 years of editorial
excellence with the current and high-quality content that *
clinical trial professionals trust. By reading ACT, industry
professionals learn effective and efficient solutions to
strategic and tactical challenges within the tightly regulated,

highly competitive pharmaceutical environment.

FREE PRINT AND ONLINE
BSCRIPTIONS

CLING], 7, 1

AcT

e - _..
-rp'F.‘a' T
g i

www.Ap

iStockphoto/Thinkstock/Getty Images



|
sees a g
petter path

At ICON, we use our insight to find the
best way forward. As a trusted adviser
in assessing market value and price
positioning, we've developed strategies
for over 50 new product launches

and applied our insight to over 400
development and in-market products
across more than 40 disease areas.

That’s excellence delivered.
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IntegReview Ethical

Review Board

INTEG REVIEW

Committed to the Protection of Research Subjects

IntegReview Ethical
Review Board

3001 S. Lamar Blvd.
Suite 210

Austin, TX 78704

TELEPHONE
512-326-3001

FAX
512-697-0085

E-MAIL
integreview@integreview.com

WEBSITE
www.integreview.com

DATE FOUNDED
1999

52

Corporate Description

Established in 1999, IntegReview Ethical
Review Board is an independent IRB dedi-
cated to providing unsurpassed ethical review
services. The ethical principles employed

by IntegReview that govern the conduct of
human research are those identified in the
Belmont Report; respect for persons, benefi-
cence, and justice.

IntegReview has been fully accredited by
the Association for Accreditation of Human
Research Protection Programs (AARHPP)
since 2007.

Quality and integrity are essential to the
services IntegReview provides. Human re-
search is a field that relies on accuracy, hon-
esty, individualized attention to details, and
the ability to respond quickly and effectively
in a rapidly changing professional landscape.

IntegReview provides superior customer
service without compromising ethical values.

Capabilities

e Daily meetings

e Electronic submissions

e 24 to 48 hour turnaround
e REB for Canadian sites

e | atin American site review

ADVERTISING

e Review of Phase I-IV research, single and
multiple investigators

* Medical device research

Expedited review procedure for research

that qualifies

Informed consent composition

* Document translation

® Rigorous quality assurance

e Multiple levels of quality control

® Dedicated project team

e Continuous process improvement

® Pre-review and consultation

* Real-time delivery to Internet portal

e Same day site review

Employees at IntegReview work in a fast-
paced, highly responsive, open, and adaptive
culture that is reflected in the company’s mis-
sion statement to provide unsurpassed ethical
review services while acting as an advocate
for research participants.

Each committee is comprised of highly
knowledgeable individuals with experi-
ence and expertise that exceeds 250 years.
Additional expertise is available from other
consultants when required. The organizational
structure represents a multiple-member team
that supports each committee.

All committees are registered with OHRP
and FDA. Our last FDA inspection conducted
in 2009 resulted in no findings.
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Marken

EUROPEAN HEADQUARTERS

Ground Floor
107 Power Road
Chiswick

London, UK W4 5PY

NORTH AMERICAN HEADQUARTERS
4307 Emperor Blvd.

Suite 210

Durham, NC 27703

TELEPHONE

Europe: +44 208-388-8555
US: +1 919-474-6892

E-MAIL
info@marken.com
WEBSITE
www.marken.com
NUMBER OF EMPLOYEES
400
DATE FOUNDED
1980
December 2012
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Marken

MARKEN.

Global Life Science Supply Chain Solutions

Corporate Description

Marken, a leading global clinical supply chain

service provider, is dedicated to the pharma-

ceutical and life sciences industries. With de-

cades of experience in the logistics, transport,

and distribution of temperature-sensitive, life-

saving pharmaceuticals; clinical trial supplies;

and specimen collection, Marken can meet

your needs. Our services include:

e Delivery of APlIs, fine chemicals, and bulk
drug products.

e Customs and regulatory support including
reclaiming of VAT and Duties.

e Storage and delivery of clinical trial materi-
als to investigator sites and patients.

e Collection and delivery of test specimens to
central labs.

By integrating depot and logistics services,
Marken offers its customers solutions that can
extend the reach of clinical trials to even the
most remote areas.

Marken Makes it Happen

e Temperature-sensitive assets arrive within
specification, at temperatures ranging from
deep frozen to controlled ambient.

ADVERTISING

e Marken’s worldwide depot network provides
access to over 49,000 investigator sites in
over 150 countries around the world.

e State-of-the art information systems give
customers immediate access to the status
of shipments as well as inventory levels of
critical assets.

* Marken’s management team has over
150 years of combined experience in the
pharmaceutical and logistics industries,
allowing us to see your shipments through
your eyes.
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Myoderm USA
48 East Main Street
Norristown, PA 19401

Myoderm Limited
32 GreenBox
Westonhall Road
Stoke Prior
Bromsgrove

Worcs B60 4AL, UK

TELEPHONE
US: 610-233-3300
Europe: +44-1527-572061

FAX
610-233-3301

E-MAIL

US: sales@myoderm.com
Europe: globalsales@
myoderm.com

WEBSITE
www.myoderm.com

DATE FOUNDED
1987
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Myoderm

Corporate Description

Myoderm is a world leader in the sourcing,
distribution, and management of pharmaceuti-
cal products and supplies for clinical trials,
including biosimilar trials. Our clients span the
globe and include biotech companies, CROs,
clinical trial packagers, and a majority of the
world’s top 10 pharmaceutical companies.

At Myoderm, we pride ourselves on our
proven ability to secure the products and sup-
plies our clients require with superior speed,
efficiency, and economy. Through our deep ex-
pertise, innovative approach, and commitment
to personalized service we offer two unique
sourcing solutions to meet our clients’ needs.

Services and Capabilities
GlobalSource — GlobalSource uses our interna-
tional network of manufacturers and suppliers
to access any quantity and type of drug you
need for clinical trials. This includes branded,
generic, and OTC products in all therapeutic
classes and dosage forms, as well as hard-to-
find medications.

ADVERTISING

GlobalSource Benefits

e Access to restricted/hard-to-find drugs
through our relationships.

e Transparent pricing.

e Consultative guidance to analyze individual
challenges and pinpoint customized
solutions.

e Product integrity maintained with our
secure GMP facilities.

¢ In-depth knowledge of global markets.

CentralSource —CentralSource is a revo-
lutionary turnkey service that centralizes

the sourcing, distribution, and inventory
management of rescue, concomitant, and
standard-of-care therapies for clinical trials.
With CentralSource, all drugs and supplies
are consolidated at our distribution facility,
which then directly supplies each trial site on
an ongoing, as-needed basis.

CentralSource Benefits

¢ Volume cost savings from consolidated
sourcing.

e Standardized products ensure trial integrity.

e Drug pooling across multiple protocols

minimizes waste.

Detailed reporting and established re-

supply levels ensure accountability.

e Recall monitoring and lot traceability pro-
tect trial integrity and patient safety.

¢ Invoice consolidation and detailed reporting
streamline administration.

MYODERM

The Optimal Source
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Quintiles Outcome

201 Broadway

Cambridge, MA 02139-1955
TELEPHONE

US: +1-617-621-1600

FAX

US: +1-617-621-1620
E-MAIL

info@outcome.com

WEBSITE
WWWw.quintiles.com/outcome
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Quintiles Outcome

(O QUINTILES’

. OUTCLIME

SAFE AND EFFECTIVE IN THE REAL-WORLD

Corporate Description

Quintiles Outcome offers the expertise and ex-
perience in real-world and late-phase research
you need to determine the right approach for
the right question, to achieve your research
objectives. Ensuring the right approach to the
right question requires a comprehensive un-
derstanding of healthcare stakeholder needs.
Deep therapeutic knowledge and understand-
ing of the key issues combined with clinical
experience from a global team of physicians
drives more effective and efficient research.
Whether monitoring safety and evaluating ben-
efit/risk or demonstrating effectiveness and
gaining market access or proving efficacy in
new indications/new formulations, our experts
provide the most comprehensive approach to
evidence development.

Approaches

® Interventional trials

e Observational research and registries
(prospective and retrospective)

* EHR and database studies

e Chart reviews

Research Questions

e Safety

e Benefit-risk

e Cost effectiveness

e Comparative effectiveness
e Efficacy

e Quality

e Value

Programs

e Registries: patient, disease, product,
and pregnancy

e Post-approval and Phase IV studies

e Observational studies

e Phase lllb/expanded access

ADVERTISING

e Market access

e Quality measurement and improvement
initiatives

¢ Benefit risk management/RiskMAPS/REMS

e Safety and surveillance

¢ Health outcomes/health economics

e Quality of life

e Patient reported outcomes (PRO)

® Patient retention

e Performance tracking systems

® Instrument validation studies

e Controlled distribution programs

e Post-marketing/regulatory commitment

e Health interventions

® Performance-linked access systems

e Comparative effectiveness research

Markets served

We partner with life sciences companies,
providers, healthcare organizations, specialty
associations, hospital associations, pharmacist
associations, managed care organizations,
state departments of public health, quality
improvement organizations (QIOs), payers,

and government agencies across the globe to
research products (drug, biologic, or medical
device), healthcare services, diseases or condi-
tions, and exposure.

Scientific leadership

Our Scientific Affairs team, comprised of
epidemiologists, biostatisticians, pharmacists,
health economists and clinicians, leads or as-
sists in the development of scientific concepts
and study protocols and guides study execu-
tion, analysis, and interpretation. They also
provide guidance, as needed, through study
start-up and conduct to overcome practical
obstacles, support study analysis and report-
ing, and disseminate information through
articles and presentations.
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PCM TRIALS
500 E. 8th Avenue

Denver, CO 80203

TELEPHONE

303-263-7470

FAX

303-531-5959

E-MAIL

info@PCMTRIALS.com

WEBSITE
www.PCMTRIALS.com

NUMBER OF EMPLOYEES
1200

DATE FOUNDED
2008

Corporate Profiles

PCM TRIALS

Corporate Description

PCM TRIALS takes trial visits to subjects,
wherever they are (e.g., home), and has been
providing home visits since 2008. PCM TRI-
ALS’ approach of directly hiring and certifying
certified mobile research nurses (CMRNs),
rather than subcontracting to local home
health agencies, removes significant risk

and administration normally associated with
clinical trial home visits. Sponsors, CROs,
and sites can be confident that home visits
are carried out with the same quality and care
as on-site visits. PCM TRIALS is a division

of a national industry leader in specialized
healthcare services: Professional Case Man-
agement.

Major Products/Markets Served
PCM TRIALS’ CMRNs have completed thou-
sands of home visits across a wide range of

ADVERTISING

therapeutic areas. Mobile research services
through PCM TRIALS are available through-
out the United States, Canada, and overseas
with our partners. By offering home visits with
PCM TRIALS, sponsors, CROs, and sites
see a significant improvement in recruitment
and retention, which accelerates trials and
reduces costs. PCM TRIALS’ experienced
central office staff and highly skilled CMRNs
are dedicated to providing exemplary service
to clients, investigator sites, and subjects.

Major Services

e CMRNs perform any trial services that
are within their scope of practice and
can be done with portable equipment
(e.g., IP infusion, IP injection, draw and
process specimens, centrifuge, ECG, INR,
educate, assess for AEs/concomitant
medications, etc.).

e PCM TRIALS’ experienced clinical
research staff coordinates and oversees the
home nursing visits from the central office in
Denver, CO to assure the proper provision
of services in accordance with protocol,
GCBP, trial contract, and applicable regula-
tions.

e A quality plan, quality controls, and quality
assurance is standard for each trial.

MRS PROTOCOL.

. SOPs
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PRA

Transforming Clinical Trials through...
Our People, Innovation & Transparency

PRA

Corporate Headquarters
4130 ParkLake Avenue
Suite 400

Raleigh, NC 27612

TELEPHONE
US: +1 919-786-8200
EU: +44 (0) 118-918-1000

FAX
US: +1 919-786-8201
EU: +44 (0) 118 918-1001

E-MAIL
endpoints@praintl.com

WEBSITE
clearlypra.com

NUMBER OF EMPLOYEES
4,700+

DATE FOUNDED
1976
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PRA

Corporate Description

PRA is transforming clinical trials through

its people, innovation, and transparency.

It serves clients across all phases of drug
development in over 80 countries by combin-
ing therapeutic and operational expertise with
local knowledge. PRA’s 40+ drug approvals
demonstrate its successful approach to clini-
cal research.

PRA supports its global reach through
flexible and reliable service, ensuring that
sponsors achieve their long-term goals. With
skilled project management and advanced
technological tools, it achieves seamless deliv-
ery and operational transparency throughout
the organization. PRA’s dynamic services and
forward-thinking approach to drug develop-
ment programs are making a difference to
healthcare patients worldwide.

Major Products/Markets Served
PRA performs studies in all therapeutic areas
across all continents and phases (I-1V) of drug
development.

Over the last 30+ years, PRA has amassed
a level of expertise that has enabled it to
work on a variety of compounds, including
biosimilars, ranging from niche treatments to
blockbuster drugs.

ADVERTISING

Major Services

PRA’s core services:

e Bioanalysis, including biomarkers

¢ Phase I-IV study management

e Phase | clinic and bioanalytical lab
“pairings” in the United States and Europe

e Therapeutic expertise (feasibility studies,
protocol design, and scientific support)

e Post-approval study/registry management

e Safety and risk management/
pharmacovigilance

Services that Differentiate

e PRA’s approach to project management un-
derlies its commitment to exceeding clients’
strategic and project delivery needs, while
supporting and developing its employees.
The model also clearly delineates owner-
ship and accountability for clients and
employees, providing greater efficiency for
a global organization.

* A proven expert at executing complex,
global oncology and multiple sclerosis trials.

e PRA’s Clinical Informatics: the combination of
current and historical patient data with pro-
prietary methods leveraged to evaluate and
select the best options for patient access.

e Unit on Demand Model: creates a special-
ized phase | environment within hospitals
for early phase patient population study
recruitment.

* Microdosing: complex, FIH studies and
studies with delicate PK/PD objectives.
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Quorum Review IRB
1601 Fifth Avenue
Suite 1000

Seattle, WA 98101

TELEPHONE
206-448-4082
877-472-9883

FAX
206-448-4193

E-MAIL
sitesupport@
quorumreview.com

WEBSITE
www.QuorumReview.com

DATE FOUNDED
1992

Corporate Profiles

Quorum Review IRB

(JQuorum

REVIEW IRB

Corporate Description

Quorum Review IRB is a privately-held,
independent ethics review board fully
accredited by AAHRPP. Our mission is to
safeguard the rights and well-being of research
participants while enhancing the clinical
research process. We provide sponsors, CROs,
institutions, and sites with reliable, responsive
service to support efficient study start-up and
management. With 14 board meetings a week,
Quorum Review provides 24-hour site start-up,
36-hour amendment review, same-day site
changes, single point of contact for sponsors,
and secure web portal for online submissions,
downloads, and status.

Since 1992, Quorum Review has served the
clinical research industry in providing ethics
review of proposed and ongoing research
and delivering documentation of the ethics
boards’ decisions and actions under strictly
regulated standards. In 1992, Quorum’s
founders saw a need for an IRB that protected
human participants while providing high-touch
customer service. That’s exactly what Quorum
delivers. Each member of our team brings
a wealth of experience in clinical research
human participant protection—as well as the
knowledge, reliability, accuracy, and speed
that matters when getting products to market.

With a focus on performance, we’ve
developed these core values:

e Ethical protection of human research subjects
e Customer service

e Continuous quality improvement

* Promotion of organizational capability

Our boards are composed of diverse
individuals who collectively represent a
wealth of experience and expertise in the
clinical research process. The research
Quorum Review oversees is in accordance
with US and Canadian human research
subject protection regulations, guidelines
set forth by the International Committee
on Harmonisation (ICH) and principles of
Belmont Report.

ADVERTISING

We’ve maintained “Full Accreditation”
by the Association for the Accreditation
of Human Research Protection Programs
(AAHRPP) since 2006, which signifies
that Quorum Review IRB demonstrates
overall excellence in providing the most
comprehensive protections for research
participants while facilitating the highest
quality research processes.
Quorum Review IRB’s Core Offerings
include:
e AAHRPP fully accredited IRB services
through 2014
® Fourteen board meetings per week
e Twenty-four-hour site start-up, 36-hour
amendment review, and same day site
changes
¢ Industry-leading regulatory experience
e Adaptable approach that supports
institutional research
e Extensive IRB experience in all phases and
therapeutic areas
¢ Dedicated oncology board based in
Cambridge, MA
e Dedicated Phase | service team
e Abbreviated post marketing/registry forms
e Secure, easy-to-use, online portal with
smart-forms and 24/7 document access
e Single point of contact for the life of any study
* 100% quality control of all documents
e Best-in-class study support and guidance
available from 8 a.m. to 8 p.m. EST
At Quorum Review, performance is in our
DNA, as we have demonstrated through our
commitment to high standards of patient
protection and regulatory compliance. Through
the last two decades, Quorum Review has
innovated to simplify and streamline quality
research review for participants, sites, and
sponsors alike. Renowned for best-in-class
service and support, we are passionate about
our work and the accuracy and speed of our
service, and we are proud of the customer
focus that has grown our business.
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REGISTRAT-MAPI
GLOBAL HEADQUARTERS
27 rue de Villette
69003-Lyon, France
+33 472 35 66 66

NORTH AMERICA HEADQUATERS
2343 Alexandria Drive
Suite 100

Lexington, KY 40504
800-381-7878

E-MAIL
info@registratmapi.com

WEBSITE
www.registratmapi.com
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REGISTRAT-MAPI

REGISTRAT-MAP Iﬁ(r

A Global Late Phase CRO

Corporate Description

REGISTRAT-MAPI provides a complete
spectrum of services to optimally design
and implement Phase llIb-1V clinical studies,
registries, post-marketing studies, safety
surveillance, risk management programs,
and patient reported outcomes. REGISTRAT-

MAPI provides strategic solutions to its global

clients to optimize clinical and commercial
benefits that contribute to a successful
product launch and support ongoing clinical
and commercialization efforts.

REGISTRAT-MAPI is the only CRO exclusively
dedicated to late phase clinical research

design and operational services. Our personnel

collectively apply years of multidisciplinary
experience working specifically with

the complexities and nuances of large
observational and clinical studies.

Focused Expertise
e Post-marketing requirement studies
(PMR, PASS)
e Phase llIb-IV studies
¢ Disease/product registries
® Pregnancy registries
¢ Risk management programs
o REMS, EU-RMP, PLAS
e Safety surveillance studies
e Market access
o Product utilization studies
o Pharmacoeconomic studies
o Retrospective studies
o Database studies
o Chart reviews
e Comparative effectiveness research (CER)

ADVERTISING

e Rare/orphan disease expertise/expanded
access programs

e Epidemiology studies

e Patient reported outcomes

® Product commercialization

Specialized Services

e Strategic consulting

e Clinical services

e Safety management

e Project management

¢ Regulatory management

e Site enrollment and training

e Site and patient retention strategies
e Data management

e Statistical programming

* Biostatistics

* Medical writing and publications

e Quality assurance

¢ Direct-to-patient contact management
e Epidemiology

Innovative Technologies
¢ Site management technologies
o REGISTRAK®
o Investigator/site enrollment portal
technologies
¢ Data collection technologies
o Electronic data capture (EDC)
system design/implementation
o Electronic patient reported outcomes
(ePRO) solutions
o Interactive voice/web response systems
(IVRS/IWRS)
o Fax scanning
* Reporting technologies
o Data visualization technology
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Spectra Clinical Research
8 King Road
Rockleigh, NJ 07647

TELEPHONE
201-767-2349
800-517-7157

FAX
201-767-7358

E-MAIL
sales.spectraclinicalresearch
@fme-na.com

WEBSITE
www.spectraclinical
research.com
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Spectra Clinical Research

We pride ourselves in

working side-by-side with our
customers to understand their
specific needs and move their
trial toward success.

Corporate Description

Spectra Clinical Research provides central
laboratory services to pharmaceutical
companies, academic institutions, and other
medical organizations conducting Phase I-IV
clinical trials. Backed by over a decade of
clinical trial expertise and 30 years of central
laboratory services to the dialysis community,
we are able to support diverse clinical trials of
all sizes.

Spectra Clinical Research acts as a unique
resource for organizations conducting clinical
trials. As a division of Spectra Laboratories,
we leverage the capacity and technology of a
large organization while maintaining the
flexibility and responsiveness of a small
specialty laboratory. We continually review
and streamline our processes to ensure
timely, accurate results. Furthermore, our
advanced testing platforms, specimen
management, online data management
application, and dedicated team of service
specialists help move each trial toward a
successful outcome.

Markets Served

Spectra Clinical Research provides
central laboratory services to pharmaceutical,

ADVERTISING

biotechnology, research, government, and
academic organizations. We have participated
in trials spanning a wide range of therapeutic
areas including nephrology, gastroenterol-
ogy, oncology, women’s health, and central
nervous system (CNS) disorders. Our global
support network ensures continuous, reliable
service for clinical trials in locations
worldwide including North America, Israel,
South America, Europe, Australia, South
Africa, Asia, and India.

Products and Services
¢ A dedicated project manager prepares all
study-specific documents, coordinates
activities with partner laboratories, and at-
tends investigator meetings.
Specially trained personnel shepherd each
sample through the laboratory.
¢ Designated customer service representa-
tives assigned to each study ensure
personalized assistance throughout the trial.
e Support for numerous esoteric tests
includes soluble transferrin receptor,
aluminum, zinc, I-PTH, and others.
Microbiology department offers 24/7
testing services for bacteriology.
Pediatric testing services.
ELISA and EIA tests can be set up
and validated.
e Advanced web-based reporting and
data management.

clinical research
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How high?

At Spectra Clinical Research, we believe you deserve more than clinical expertise from your
central laboratory partner. You deserve responsiveness and flexibility. That’s why our
dedicated project managers and customer service specialists make it a point to
understand your unique needs and deliver unmatched support every step of the way.

It’s also why we’re always updating our state-of-the-art facilities and streamlining

our processes to deliver accurate results—on time, every time.

Give us a call today, and see how high we’ll jump for you.
1-800-517-7157 or visit www.spectraclinicalresearch.com

ghts reserved-
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clinical research

www.spectraclinicalresearch.com Spectra Clinical Research is a division of Spectra Laboratories



Synteract Inc.
5759 Fleet Street
Suite 100

Carlsbad, CA 92008

TELEPHONE
760-268-8200

FAX
760-929-1419

E-MAIL
ContactUsGroup@synteract.com

WEBSITE
www.synteract.com

NUMBER OF EMPLOYEES
400

DATE FOUNDED
1995
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Synteract Inc.

Corporate Description

As a full-service CRO, we partner with you to
ensure your trials are managed efficiently and
meet objectives. Founded in 1995, Synteract
has longstanding experience and a high rate
of repeat business. We have managed more
than 1,400 projects across all phases of clini-
cal development, and have contributed to 24
product approvals. Shared Work—Shared
Vision is more than a tagline at Synteract; it's
the way we do business, a promised standard
that includes ongoing support from a special-
ized team dedicated to meeting or exceeding
your expectations.

Services

¢ Project management

e Clinical operations

e Data management

¢ |VRS/IWRS

* Medical monitoring

e Medical and regulatory affairs
® Medical writing

* Biostatistics

e Safety

Major Therapeutic Areas

We have broad experience guiding companies
in drug, diagnostic ,and device trials for a wide
range of therapeutic areas, including a notable
emphasis in oncology, central nervous system,

cardiovascular, respiratory, and ophthalmology.

A Leader in Rescue Studies
Over our history, we have saved many stud-
ies; in fact, we rescued 29 studies since

ADVERTISING

2009 alone. Switching CROs is not an easy
decision; there are many considerations to
be weighed before making a change. Even
when a project seems like it has gone off
the rails, it does not necessarily mean that it
needs to be rescued. We help you to identify
contributing factors and implement solutions
to address the issues to keep the project
moving forward, as well as address the im-
pact to the project timeline and budget that
may result from any changes.

Relationships Matter

We work with you to set expectations, cus-
tomize project plans, and identify deliver-
ables. Our high rate of repeat business and
referrals—greater than 90% —is proof of our
integrity.

Technology Experts

We offer flexible technology solutions to sup-
port efficient management of your trials. Our
teams support multiple industry-recognized
software and technology platforms. Our
hybrid EDC platform allows multiple modes of
data entry in one study, including web based,
paper, and fax, to make data capture easy at
a low cost.

Always Accessible

Your dedicated project team is directly acces-
sible and always responsive. Executives and
senior leadership alike are equally committed
to our “Shared Work—Shared Vision” philoso-
phy; it truly is the way we do business.

What We Say is What We Do

Perhaps our most important differentiator, we
deliver what we promise. Trust us to deliver high
quality yet personal service as an extension of
your team.

Online Resources
Download our data sheets, brochures, and

white papers at: www.synteract.com/News-
Events/Resources.

_f Synteract
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Theorem Clinical Research
1016 West Ninth Avenue
King of Prussia, PA 19406

TELEPHONE
484-679-2400
800-290-5766

FAX
484-679-2410

E-MAIL
information@

theoremclinical.com

WEBSITE

www.theoremclinical.com

NUMBER OF EMPLOYEES

December 2012

900+

DATE FOUNDED
2011

Corporate Profiles

Theorem Clinical

Research
THEOREM

CLINICAL RESEARCH

When you need to simplify your most complex
trials, THINK THEOREM.

Corporate Description

Theorem Clinical Research Inc. is a lead-

ing midsized provider of comprehensive
clinical research and development services
with offices in more than 30 countries and

a customer base comprised of some of the
world’s leading pharmaceutical, biotech,
and medical device companies. A leader in
medical device and drug-device combination
trials in addition to a notable capability in
pharmaceuticals and biologics, Theorem has
deep expertise in a broad range of therapeu-
tic areas and in all phases of development.
Some of the industry’s top scientists and
most advanced clinical analytics capabili-
ties help ensure smooth-running, successful
trials.

Clinical Trial Services

* Project management

e Clinical monitoring

e Clinical supply

e Data management

e Clinical analytics

* Regulatory services

e Global clinical grant administration
¢ |IDMC-DSMB and CEC management
e Clinical quality assurance

* Pharmacovigilance

® Medical writing

* Medical monitoring

e CDISC

Study Initiation Services

e Feasibility

¢ Investigator recruitment

e Site activation

e | ocal country clinical trial applications
e Project kickoff and planning process

ADVERTISING

Early-Phase Studies

e First-in-human

e Single/multiple ascending dose
e Experimental medicine

e Drug-drug interaction

e Pharmacokinetics/pharmacodynamics

Food effect

e QT

Proof-of-concept

¢ Bioavailability/bioequivalence

Early-Phase Therapeutic Expertise
e Cardiovascular e Hepatology

e Musculoskeletal e Obstetrics/gynecology
e Ophthalmology ¢ Respiratory/pulmonary

® Vaccines e Endocrine
e Nephrology ¢ Neurology
e Oncology e Psychiatry
¢ Virology

Late-Phase Capabilities
e Health outcomes
o Pharmacoeconomics
o Patient reported outcomes
o Quality of life
o Cost-effectiveness analyses
o Epidemiological trials
o Time and motion studies
® Peri-approval trials
o Patient/disease registries
o Expanded access programs
o Treatment INDs
o Observational studies
o Phase IV trials

Phase llIb/IV Experience
e Cardiovascular e CNS

e Dermatology e Endocrinology
e Gastroenterology e Genitourinary

¢ Hematology e Immunology

® Internal medicine e Musculoskeletal
e Oncology e Psychiatry

e Radiology * Respiratory

e Surgery e Transplant

Strategic Sourcing Solutions

e Temporary staff augmentation
e Functional service provision

e Functional project provision
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BUSINESS AND PEOPLE UPDATE
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People

D DAC Patient Recruit-
ment Services (Dallas, TX)
announced that Diana An-
derson, PhD, will transition
from her role as President to
that of Patient Recruitment
Consultant to the company
she founded 20 years ago.

D Biomedical Systems,
(St. Louis, MO) a global
provider of digital medical
imaging technologies and
centralized diagnostic ser-
vices, has named Joseph A.
Pierro, MD, its chief medi-
cal officer for Biomedical’s
North American operations.
In his role, Pierro and his
team will advise clients on
their clinical trial protocols,
supporting studies con-
ducted in the fields of car-
diology, oncology, imaging,
and pulmonology.

D Chiltern International
Limited, (London, UK) a
global contract research or-
ganization, announced that
Dieter Seitz-Tutter, PhD,
and Alexandra Adams,
PhD, have joined Chiltern.

D Copernicus Group

IRB, (Research Triangle
Park, NC) an independent
institutional review board,
announced the promotion
of Yvonne Higgins to Vice
President, Quality Manage-
ment. In addition to her
promotion, Higgins has
been appointed as CGIRB’s
Institutional Official.

D ICON plc, (Dublin, Ire-
land) a global provider of
outsourced development
services to pharmaceutical,
biotechnology, and medi-
cal device industries, an-

Joseph A. Pierro, MD

nounced leadership appoint-
ments to its Asia Pacific

and Latin American teams.
Wei Ming Goh has been
appointed Vice President,
Asia Pacific, and Dennis
Hurley, PhD, has been
appointed Vice President,
Latin America.

D RadSite, (Houston, TX)
certification and accredita-
tion agency for imaging
quality, announced two new
additions. Eliot Siegel,
MD, has joined the team

as Chief Quality Officer.
Siegel will help oversee and
promote the integrity of all
quality-based programs and
research initiatives for Rad-
Site. Bruce Reiner, MD, a
board certified radiologist,
has also joined the team as
Director of Accreditation.
Reiner will help ensure Rad-
Site’s quality-benchmarking
program conforms to cur-

rent best practice standards.

D Chiltern International
Limited, (London, UK)
announced a succession
of Chief Executive Officer,
with Glenn Kerkhof step-
ping down and Jim Esin-
hart, PhD appointed.
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Susan Dallabrida

Kim Kundert

D PharmaNet/i3,
(Princeton, NJ) inVentiv
Health’s clinical segment,
announced that Jamil
Hantash, MSc, MBA, has
joined the company as the
Director of Immunochem-
istry Operations at the
Princeton bioanalytical
laboratory.

D AIT Bioscience, (India-
napolis, IN) announced that
Ron Bowsher, PhD, has
partnered with the com-
pany as a Senior Research
Advisor bringing with him
a background in biothera-
peutic drug research in both
traditional pharmaceutical
and the CRO industries.

D Advanced Clinical,
(Deerfield, IL) provider of
clinical research solutions,
announced additions to its
leadership team: Susan Se-
roskie, RN, has been hired
as Executive Vice Presi-
dent, Strategic Resourcing;
and Susan Paulson, PhD,
has been hired as Executive
Director, Clinical Phar-
macology and Nonclinical
Development.

D Clinlogix, (Spring
House, PA) a clinical

Yvonne Higgins

research organization,
brought Julie McCusker,
RpH, onboard as Senior Di-
rector, Safety Services.

D Comprehend Systems,
(Palo Alto, CA) has named
Rich Enz as Vice President
of Quality Assurance to
support the development
of pioneering cloud-based
analytics tools.

D CTI Clinical Trial and
Consulting Services (Cin-
cinnati, OH) announced
the following new hires:
Betina Dellarossa, MD,
has joined CTI Latin Amer-
ica as Manager, Business
Development; Els Rogge-
man has joined as Clinical
Project Manager Europe in
Belgium; Julia H6chst has
joined as Clinical Trial Assis-
tant in Germany; Michelle
Schutz has joined Clinical
Research Associate in Ger-
many; Nathalie Minasian,
PhD, has joined as Clinical
Project Manager Europe

in France; Adenike Igoh
has joined Clinical Project
Manager in United King-
dom. CTI also promoted
Emily Wiggins to Human
Resource Generalist.
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D PHT Corporation (Bos-
ton, MA and Geneva, Swit-
zerland) announced Susan
Dallabrida, PhD, has joined
as Senior Scientific Advisor
in PHT Consulting Services.
D Advanced Clinical (Deer-
field, IL) announced that
Melissa Lamb, Director of
Data Management, has been
named to the Board of Trust-
ees for the Society for Clini-
cal Data Management.

D Medidata Solutions (New
York, NY) announced that
Eileen Schloss, human re-
sources and business admin-
istration executive, has been
named Executive Vice Presi-
dent of Human Resources.

Acquisitions

e CRA Holdings, LLC,
(Tempe, AZ) announced
that it has acquired Radi-
ant Research, Inc. CRA
Holdings also owns Clinical
Research Advantage (CRA),
another major player in the
SMO market. By combining
these two entities under the
same investment portfolio,
the organizations collec-
tively have 57 sites with
more than 550 research
professionals and a plan for
growth.

Alliances

¢ SpringFire Laboratory
Network, (Austin, TX) an-
nounced the addition of Re-
proSource Fertility Diagnos-
tics of Boston to its network
of affiliate laboratories,
which provides specialized
testing services to clinical
trial sponsors and clinical
research organizations.

¢ Clinical Research
Management (Clinic-
alRM), (Hinckley, OH) a
full-service CRO provid-

ing services for basic and
applied research, clinical
trials, and regulatory
support, announced it

will support prime Ke'aki
Technologies, LLC with its
award of CIO-SP3 contacts
for both Small Business
and Small Disadvantaged
Business categories.

¢ BioClinica, Inc., (New-
ton, PA) a global provider of
clinical trial management
solutions, today announced
that TauRx Therapeutics
has signed agreements with
BioClinica to use Trident
IWR/IVR and Imaging
Core Lab (ICL) solutions to
support its upcoming Phase
III clinical trials

Awards

¢ Clinical Research Ad-
vantage, (Tempe, AZ) Vice
President, Kim Kundert,
RN, BSN, CCRC, has been
named as a finalist in the
Female Executives of the
Year category in the 9th
annual Stevie Awards for
Women in Business. The
awards honor women ex-
ecutives, entrepreneurs,
and the companies they
run—worldwide.

¢ OmniComm Systems,
Inc., (Fort Lauderdale, FL)
announced that its TrialMas-
ter Study Data Tabulation
Model Export Utility won the
Bronze medal at the 2012 So-
ciety for Clinical Data Man-
agement’s 2012 Data Driven
Innovation Award Ceremony.
¢ ERT (Philadelphia, PA)
announced it has been
named the Life Sciences
Company of the Year by

the Pittsburgh Technology
Council’s Tech 50 Awards
Program. ERT received

the award based on the
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successes and innovations
demonstrated by invivo-
data, Inc., which was ac-
quired by ERT in July 2012.
¢ Quotient Bioresearch,
(Cambridgeshire, UK)
provider of early stage and
specialist drug develop-
ment services, has been
presented with three awards
at the East Cambridgeshire
Business Awards. Quotient
won awards in both catego-
ries they were finalists for;
Michael van der Merwe,
PhD, Associate Director

of Business Development
won Business Person of the
Year, and the company won
Employer of the Year. The
Awards also saw Quotient
receive the Business of the
Year award for the second
consecutive year.

¢ The Advanced Group
(Chicago, IL) has been
recognized by the Chicago
Tribune as one of the Top
Workplaces to work in the
Chicago metropolitan area
for the third consecutive
year. Advanced is the only
staffing organization to make
the Top Workplaces list.

¢ Quintiles (Research Tri-
angle Park, NC) has been
recognized as one of the
World’s Best Multinational
Workplaces by the Great
Place to Work Institute, fin-
ishing 23rd on the list. The
ranking is the world’s largest
annual study of workplace
excellence and identifies the
top-25 best multinationals in
terms of workplace culture.
This is Quintiles’ second ap-
pearance on the list.

Company News
¢ ACM Global Central

Lab, (Rochester, NY) has
expanded its clinical trials

services with the introduction
of Drug-Induced Organ Tox-
icity (DIOT) Monitoring. The
DIOT Monitoring program
provides trending reports for
any conventional biomarkers
tested, which is tailored to cli-
ent requirements.

¢ OmniComm Systems,
Inc., (Fort Lauderdale, FL)
announced its inclusion

in Software Magazine’s
“Software 500” ranking of
the world’s largest software
companies in 2012. The
annual “Software 500” is a
revenue-based ranking of
the world’s largest software
and services suppliers and
includes revenue from soft-
ware licenses, maintenance
and support, training, and
software-related services
and consulting.

e LabConnect, LLC, (Se-
attle, WA) launched its new
service, Scientific Opera-
tions Support (SciOps), to
offer functional outsourc-
ing services to the pharma-
ceutical research industry.

New Products

e ArisGlobal, (Stamford,
CT) aprovider of software
solutions to the life science
industry, announced the
availability of Total Clini-
cal 3.0, offering additional
enhancements to its inte-
grated eClinical platform.

New Facilities

e WorldCare Clinical,
LLC (WCC), (Boston,
MA) an imaging CRO fo-
cused on maximizing the
precision and accuracy
of independent assess-
ments in clinical trials,
announced new locations
in Brazil, Dubali, Poland,
Spain, and Singapore.
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Products & Services SHOWCASE

CERTIFICATION

ACRP CERTIFICATIONS

THE TRUSTED

MARK OF

EXCELLENCE

IN CLINICAL RESEARCH*™

“When | began working_ at a sponsor
company, they requested that all CRAS
5_¢+ certified. | had heard that the ACRF
exam was harder but was more widely
Vcoog,nizeal, o that was the one | decided
to take. Since that time, being_ Certified
has helped me Profcg;iona”q in terms of
ha\/ing. an edgp when in‘fawiawing_, being_
constantly sought after by recrviters, and
§+al1in5. informed of what i relevant.”

\——(/herql Cox, CCRA®
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ACRP

- The Academy of Clinical
@ Research Professionals
< (The Academy) is an
\ /\(r’gf’d‘ W) affiliate organization of
ASSOCIATION OF CLINICAL the Association of Clinical

Research Professionals.

RESEARCH PROFESSIONALS

*The CCRA®, CCRC®, and CPI® programs are accredited by
the National Commission for Certifying Agencies (NCCA).

The Value of Certification

ACRP Certifications have become the industry
standard for qualified clinical research professionals,
worldwide. Achieve your CCRA® (Certified Clinical
Research Associate), CCRC® (Certified Clinical Research
Coordinator), or CPI® (Certified Physician Investigator)
designation from the only organization in the world that
allows professionals to attain Certification in the job
function they actually perform.

Earn Your Certification
Applications Due: January 21, 2013

Note: Applications will be accepted through
February 4 with a $150 late fee.

www.acrpnet.org/certification

Search for the company name you see in each of the ads in this section for FREE INFORMATION!
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Know who is reading
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Introducing Advanstar’s
Custom Digital Solutions.

Stop spending time and money sending out
expensive print catalogs and

company brochures
that may never be read.

Open up new markets.

Place your digital catalog on one of our
trusted industry publication’s websites
and receive monthly impression exposure.

Maximize your results.

Send your digital catalog using an
industry-leading, targeted Advanstar e-mail list.
Receive a full deployment report — including
how many e-mails were sent, how many were
received and how many were opened.

Your digital catalog will record all reader activity.

Go Digital Today!
Contact Your Sales Representative
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Oh No Not Again...

CH GCP, the backbone of clinical research in the ICH regions has been

in place for more than 15 years. Repeated training on this standard

has been conducted as we have no other way of recognizing whether
the investigators who work on our studies are suitably qualified. Despite
all this training the same findings keep occurring. The pharma industry
needs to re-think its approach as our previous efforts have clearly not

Investigator training
should not be a
“one-off” session
at the start of
clinical trial.

Nicky Dodsworth

Vice President, Global Quality
Assurance, Premier Research Group
E-mail: Nicky.Dodsworth@
premier-research.com )

been effective.

Development of investigator training on
aspects of GCP by an independent body
that regulates the courses and provides
tangible evidence of achievement as de-
fined by the accrediting body is the way
forward. We need to ensure that investiga-
tor attendance is not just passive, and that
learning outcomes are clearly defined and
are fit for purpose. Investigator training
should not be a “one-off” session at the
start of clinical trial, but a continual as-
sessment with repeated re-certification at
clearly defined time points.

When we think about the require-
ments of the “independent body” it is
important that they have a suitable
infrastructure with trainers who have
the knowledge and expertise to deliver
education. The GCP course should cover
the required elements as “bite-sized
learning” or a modular approach, so top-
ics can be studied at convenient times.
The nuances of GCP using real-life ex-
perience along with conducting testing
at the beginning and at the end of each
module will make this more applicable to
investigators in their daily activities and
will help to focus the investigator on the
training being delivered.

Training will need to fulfill set require-
ments and be recognized by the pharma
industry. Undoubtedly this is a cultural
shift in the way the industry currently
works, but there are several companies
that are now starting to work together in
this direction.

If this type of training is established
we must ensure that this is not just to
benefit the pharma industry. Training
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such as this will have mutual benefits to
the investigator and their site staff and
also increase public confidence in the way
clinical research is conducted. When clin-
ical research professionals attend training
that provides them with a recognized ac-
creditation this will also support the devel-
opment of their career. Accreditations will
need to be recognized by their employers
and be transferable.

The pharma industry has been reticent
about sharing best practices in the past
and has been reluctant to work together
on such projects. The involvement of “in-
dependent bodies” acting as an intermedi-
ary could be the way forward, the issue
may be the fact that there are several of
these organizations currently starting to
be involved in this process which could be
counterproductive. It may take a govern-
ment or national body or a more global
“independent” organization to finally
make this work.

The spirit of harmonization has never
been greater, so now is the time to work
together to standardize investigator
GCP training and establish mutually
recognized certified courses that can
deliver effective understanding of the
requirements, enhancing the quality of
data and patient safety. Industry support
is vital in helping define and establish
such training. It is to our advantage
that we support this initiative as this
has significant time and cost implica-
tions—the previous way we have worked
has not been successful. Now is the time
for change and we are the ones that can
make it happen. O
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