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Beneficial to All But at a Price

The future of electronic health exchange has a rosy glow,
but the road from here to there will be rocky.

Benefits for Pharma

Our experts discuss the benefits that pharma
companies might realize from a systemswide,
interoperable electronic system, such as better
trial data, better measurement of drug safety and
efficacy, and the potential for reduced costs.

STEEL. PA CONSULTING GROUP The drive toward
EMR implementation is part of a wider revo-
lution taking place in healthcare to improve
outcomes and address unsustainable increases
in cost. EMRs are important enablers of both
and ultimately will support the collation and
analysis of data. The availability of these data
will drive therapy selection and reimburse-
ment, as is already being seen in other coun-
tries, for example, in the United Kingdom
with the National Institute of Health and
Clinical Excellence. Whether this is a benefit
or a risk to pharmaceutical companies depends
on how early and how effectively they engage
as a key player in shaping the change.

REID. UNITHINK. The benefits to pharma are
overwhelming in terms of using accurate and
timely EHR data to revolutionize the clinical-
development process and deliver drugs and
devices faster and cheaper to patients. This
impact is widespread and encompasses using
these data to identify diseases faster, plan and
fund new therapies faster, design more agile
clinical programs, recruit patients and sites
more effectively, and ultimately save time and
the lives of patients around the world.

CEVERHA. PRICEWATERHOUSECOOPERS. One of
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The next five years will represent significant
growth toward the implementation of
electronic medical records (EMRs) in both
hospitals and physician offices. Several
factors are driving this new momentum,
including the recent release of Notice for
Proposed Rulemaking on the electronic
health record certification process, an
increased level of optimism by physicians to
implement EMR as represented in several
studies, and the approaching deadlines for
hospitals to be collecting electronic health
records data by Oct. 1, 2010, and physicians
by Jan.1,2011.This forum explores what this
next phase will mean to the pharma indus-
try. EMRs provide real-time, continuous
access to patient-related health informa-
tion, saving time both in the doctor’s office
and in the clinical trial process. EMR data
can provide the industry with a better view
of a trial subject’s health status, the potential
patient population for a new product, and
even the probability of successfully conduct-

ing a given clinical trial.

the early benefits for pharma is going to be
around clinical trials. Today, only a few health
systems organizations are active in participat-
ing with various pharma companies in con-
ducting clinical trials. As the capture of data
becomes automated and there is more stan-
dardization around clinical protocols, there
will be opportunities for any health system
organization assuming it has fully imple-
mented the clinical systems and developed its
protocols for clinical staff — to participate in
clinical trials. So the environments and oppor-
tunities for clinical trial participation will
expand and create a richer data source for the
pharma industry to mine. This might make it
cheaper to do R&D, and it will most definite-
ly be quicker. There are plenty of clinical trials
that never go beyond the first steps because
sponsors can’t identify patients. The EMR can
benefit pharma by making it easier to bring a
brand to market. Companies will be able to
get a targeted look at underserved populations
and be able to market to that population
specifically. It is expected that the FDA will
require more controlled launches in the future,
and through EMR data, pharma will have very
specific populations for the launch.

CROWN. 3 INNOVUS. The availability of EMR
data will greatly facilitate the analysis of real-
world patient outcomes with respect to both
treatment effectiveness and safety. It is cur-
rently very expensive and time-consuming to
collect these data because medical records are
still predominantly stored in paper format and
medical record abstractors often have to physi-
cally travel to sites to obtain the records. For
the same reasons, widespread availability of




to medical practice.”

ROSE CRANE
Epocrates

EMR data may help to speed the conduct of
clinical trials and reduce their costs. EMR
could reduce the need to capture the data for a
clinical trial that are routinely captured any-
way: medical history, medications, vital signs,
for example. EMR could improve the quality
of data because it would involve less manual
rewriting and reduced fraud through false
patient records. Finally, it could reduce the
cost of a trial because the data from the EMR
would already be clean and thus reduce moni-
toring time and queries.

BAILEY. GE HEALTHCARE. The pharmaceutical
industry will benefit significantly when there
is more widespread uptake of EMR and HIE
(health information exchange). The increased
access to electronic clinical data will bring
improvements to drug discovery and develop-
ment in addition to improved measurement of
efficacy and safety. For example, we have been
able to analyze de-identified clinical data to aid
researchers in optimizing clinical trial protocol
design by helping them to understand the
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“Everybody, including
pharma companies, wins
when technology is added

impact of adjusting various criteria
on the size of the eligible popula-
tion for a trial. Furthermore, EMR data can be
used to identify qualified research sites with a
sufficient population of eligible patients, and
EMR tools can be used to assist sites in identi-
fying and engaging potentially eligible
patients. Case report forms could act as mid-
dleware, extracting data from the source docu-
ment — the EMR — so that data re-entry
errors are eliminated, thus streamlining the
investigator’s capture of clinical research data.
EMRs can enable data extrapolation to create
computer simulations that mimic patient
results and identify needs for possible new
products, as well as potential new indications
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“The biggest hurdle
for pharma is to
become comfortable
with changing the
current data-mining
process.”
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for existing products.

In addition to using passively collected, de-
identified data for measuring drug safety and
efficacy, the EMR can be used to set up and
house drug registries to collect more specific
data elements, contribute to increased infor-
mation on disease progression, and support
patient adherence programs.

DEVINE. PATN| LIFE SCIENCES. The primary bene-
fit to the pharma industry of a total uptake of
EMR is the potential to conduct research based
on a fully rationalized medical history of the
U.S. population, assuming a universal access
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“A major hurdle is
accessing EHR data in
a HIPAA-compliant
manner.”

DR.WILLIAM CROWN

i3 Innovus

ELECTRONIC Records

control model can be implemented to deal
with data privacy and security issues. One of
the primary cost drivers for pharma is clini-
cal research. The wealth of information that
we can glean from in-silico research could
dramatically change the way Phase IV trials
are conducted and could decrease the overall
cost of research because of the increased
availability of exposure and outcome data for
the patient population. We can power the
adaptive, personalized medicine of tomor-
row using the detailed information on
patient demographics, even including geno-
type information. As we know from the
development of orphan drugs, the develop-
ment of tailored therapies for smaller patient
populations is extremely costly. The ability
to mine data for safety trends and relative
efficacy will provide the information
required to make better use of early-stage
products, drive research direction, and make
the study of smaller targeted solutions for
more esoteric diseases commercially feasible.
As you know, today’s average cost to bring a
product to market is about $800 million,
therefore, the target therapies have, by
necessity, been restricted to diseases that
affect extremely large patient populations.
The increased data available will allow us to
increase the precision of our drug action pur-
suit, enabling the development of therapies
for smaller patient populations. In my esti-
mation, we can reduce the overall cost of
bringing a new drug to market by 15% to
20% using the data available from EMR, if
we use it correctly.

“Creating connectivity is only
part of the challenge; the other
component is semantic
interoperability.”

DR. RICHARD GLIKLICH

Outcome

BAILEY. GE HEALTHCARE. Once a medication
is approved and released, completely confi-
dential patient databases can measure the

actual efficacy of the medication in real-world
usage through careful analysis of aggregated,
de-identified EMR data. These types of studies
will be critical in helping influence formulary
decisions and can be used to better understand
the safety profile of medications.

EASTAUGH. GEORGE WASHINGTON UNIVERSITY.
EMR can help assist pharma and the govern-
ment in doing comparative effectiveness
research. One can compare treatment X with
treatment Y to see what works best. Often
comparative effectiveness research leads to
more medications and higher revenue for
pharma, but not always. Consider the case of
diabetes. In looking at diabetes prevention, a
public health faculty observed that if a patient
is prediabetic, that person is better off with
diet and exercise as an alternative to medica-
tion.

GLIKLICH. OUTCOME. The rapid implementa-
tion of EMR systems creates the possibility of
new, clinically rich data sources to use for a
range of activities from better understanding
clinical practice to modeling clinical trials.
The digitization of health records also offers
opportunities to change the safety reporting
paradigm, such as have been performed in
programs such as ASTER, a pilot program
sponsored by Pfizer and launched at Partners
HealthCare/Brigham and Women’s Hospital
and now being expanded with our organiza-
tion to include other health systems. This
model uses an automated approach for report-
ing adverse events directly to the FDA from
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“The increased data
available will allow
for greater precision
of drug action
pursuit.”

ROY DEVINE

Patni Life Sciences

the patient’s electronic health record. The dig-
itization of health records may also potential-
ly improve the ability of a much broader and
representative group of practices to participate
in clinical, safety, and effectiveness research.

HISEY. DELOITTE. The benefits of EMR imple-
mentation include increasingly complete
information with more of a focus on a compre-
hensive health history view, as opposed to indi-
vidual transactional elements, and a better
informed clinical development strategy, which
will support a generation of evidence for effica-
cy, effectiveness, and ultimately value and use.
Portfolio and product strategies will also ben-
efit as they will be able to evolve based on
ongoing monitoring and data mining. There
are inherent risks in the increased transparen-
cy, however, such as access to the same infor-
mation for all, including exposure to adverse
event signals, not all of which prove to be true.
In this data-driven environment, facts will
overshadow messaging. Companies will need
to provide strong clinical and economic data to
support their products.

EASTAUGH. GEORGE WASHINGTON UNIVERSITY.
Shifts in reimbursement policies caused by the
introduction of insurance exchanges will
change the landscape for pharma and may help
enhance the landscape for personalized
medicine. We need to do what is best for our
patients so that we pick the right drug for the
right person at the right dose for the right
time. The field of pharmacogenomics is in for
a great growth spurt.
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loves patients first and foremost.

Every biopharma innovator wants to

make a difference. It’s a balancing act:

how to speed treatments through the
pipeline while maintaining an unwavering
commitment to patient safety. We know
that commitment, patient by patient.

More at www.quintiles.com/newhealth
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“The biggest challenge will be
evolving the processes, systems,
and governance.”

TERRY HISEY
Deloitte

LAKE. CIRCLE SOUARE. Surescripts reports
that 170,000 prescribers are using the
service with around 70% using EMRs.
Utilization, however, remains relatively
low and mitigates much of the potential
impact. Another dynamic is increased patient
health engagement through physician-patient
portals, driven by specific requirements of the
ARRA HITECH legislation. This will close
gaps in care over time and increase medication
adherence. It will likely improve physician-
patient relationships, and better relationships
are linked to better health outcomes.

CRANE. EPOCRATES. Everyone — even pharma
— wins when technology is added to medical
practice. We've heard the new U.S. Chief
Technology Officer, Aneesh Chopra, say he
has confidence that if the industry builds bet-
ter products, doctors will use them. Entering
the market with an EHR solution can deepen
our relationship with physicians and can pro-
vide greater knowledge of their workflow,
which will support everyone’s activities. The
bottom line is that EHR adoption will pro-
vide more timely data outcomes and encour-
age more consistent physician/patient com-
munications.

REID. UNITHINK. The pharmaceutical industry is
in the midst of a true paradigm shift with the
large mergers and limits of access to funding
reflective of the fact that the old expensive and
timely R&D model has failed. The perfect
storm has been created for innovative compa-
nies to take advantage of this shift and meet
the requirement of robust drug and device
pipelines with long patent lives with the
availability of electronic patient data. The
timing of this upheaval within the pharma-

“The implications for

drug development
and manufacturing
are profound.”

CHRIS STEEL
PA Consulting Group

T

ceutical industry, with the potential access
over the coming years of this information,
could very well change not only the pharma-
ceutical industry but also healthcare as we
know it.

Risks for Pharma

Preparing for the future and being ready to use the
data available from the EMR system will be chal-
lenging for the pharmaceutical industry, as well as
the healthcare industry as a whole.

CEVERHA. PRICEWATERHOUSECOOPERS. There
are definite risks to the industry. There will be
clearer visibility into product efficacy and
more transparency on product effectiveness
and on defining the correct population for a
drug. These factors can lead to variability in
pricing based upon outcomes information.
The general projected market size for future
and current medications will be smaller than it
would be without EMR data available.

DEVINE. PATNI LIFE SCIENCES. T believe the rela-
tive risk of EMR to the pharma industry falls
into two categories: risks associated with
implementation of a system and risk associat-
ed with the data that are discovered by that
system. Risks associated with system imple-
mentation include the following: security or
privacy breaches, the costs associated with
aggregating data or getting metadata wrong,
and the need for new high-performance com-
puting to leverage the data. I think it is clear
that the data risk category includes such things
as newly uncovered safety concerns, security of
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“EMR can help assist
pharma and the

government in doing
comparative

DR.STEVEN EASTAUGH
George Washington
University

e-discovery, data,
additional REMS
requirements
imposed on more
prescription classes,
the massive amount of data to process, and the
possibility of unseen comparative efficacy data
that would make second-in-class, and me-too
drugs will become harder to get approved.

BAILEY. GE HEALTHCARE. The main challenge
associated with the use of clinical data for
research will lie in developing the skills to
properly use the generated information. GE
Healthcare has discovered that data collected
during routine medical care are fundamentally
different from data collected specifically for
research or administrative data. Most current
industry research techniques have been devel-
oped using the latter types of data. At GE
Healthcare, we have been using our deep
understanding of clinical data to develop tech-
niques to account for the variables in real-
world clinical information so that researchers
can still derive meaningful conclusions from
studies depending on it.

REID. UNITHINK. The challenges will be many. As
with any government-driven initiative, progress
in the overall implementation and standardiza-
tion of EHR and EHR vendors, suppliers, and
systems will continue to be slow and costly. The
real and phantom security and privacy risks will
need to be thoroughly addressed. What this
means is that innovative organizations that can
quickly simplify and assimilate to this changing
environment will reap significant returns while
organizations not as agile will incur significant
costs in an attempt to only adapt without truly
embracing this new, spontaneous access and use
of information.

effectiveness research.”
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Clinical trials are complex. We leverage
data-driven insights to design and run trials
that reduce complexity and speed outcomes,
all on a more predictable timeline. And with
unprecedented access to trial data, you're
able to make better decisions, faster.
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“A new breed of
independent solutions is
now appearing with a
Web-based architecture
that can operate in real
time.”

MICHAEL LAKE
Circle Square

r “Standardization is a major
challenge the medical
“The benefits to pharma are industry faces.”
overwhelming in terms of using BOB LORSCH

accurate and timely EHR data to MyMedicalRecords
revolutionize the clinical-
development process and deliver
drugs and devices faster and
cheaper to patients.”

HOWARD REID JR.

Unithink

mation. Becoming comfortable
with EMR analytics is strictly a
cultural thing. There are other

CROWN. 3 INNOVUS. EMRs by themselves pro-
vide a limited perspective on patient out-
comes. Although they tend to have more clin-
ical richness than other electronic forms of
health information, such as medical claims,
they are usually confined to specific sites.
Thus, the EMRs in a diabetes clinic will tend
to provide deep clinical information about the
patient’s diabetes but may not contain infor-
mation about their co-morbid heart disease or
depression. Major health events such as hospi-
talizations may also not be present in the EMR
for a particular setting. Thus, there are major
potential benefits from linking EMRs to other
forms of data, such as claims data, in order to
obtain both clinical depth and a broader per-
spective on patients’ healthcare utilization.
Currently, there are no standards for the many
EMR systems. Similar to early EDC, there is a
need to develop a common set of data stan-
dards that can link data. Also, we need to take
into account the lack of EMR systems global-
ly. There is a variety of patient regulatory stan-
dards around the world. EMR will also neces-
sitate completely retraining investigators, site
personnel, CRAs, data managers, and statisti-
cians on the use of this information.

CEVERHA. PRICEWATERHOUSECOOPERS. The
biggest hurdle for pharma, and the entire
healthcare universe, is becoming comfortable
with changing the current data mining pro-
cess. There are things companies can do right
now to make the process faster and cheaper
simply by changing the source of their infor-

hurdles such as finding the right

partner and making sure data are collected
correctly and aggregated in large enough
numbers. The first thing most people are wor-
ried about is the enormity of the undertaking
and the time frame in which it needs to be
accomplished. Pharma can start getting
advantages from HEI almost immediately.
Pharma companies should not be passive; they
should start to think now about ways in
which this impacts them with regard to mod-
ifying clinical trial programs or access to
information. It’s a downstream impact but a
sea change is likely to occur.

LORSCH. VIMR. Another challenge is creating
standardization. The healthcare industry is
talking about standardization and pushing
HIT but unfortunately I don’t see companies
talking about creating this standardization.
Further, that type of collaboration is quite pos-
sibly illegal. Additionally, creating standards
may mean that those companies might have to
throw away their current infrastructures and
start over. These things are not going to hap-
pen easily.

GLIKLICH. OUTCOME. Convincing EMR
providers to adopt open interoperability stan-
dards that will allow drug development firms
to collect data across different EMRs from
providers without significant customization
by the providers or requiring the permission
of the EMR is a big challenge ahead. But cre-
ating connectivity is only part of the chal-
lenge. The other component is developing
semantic interoperability such that the data
conveyed between systems catries the same
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meaning. This ultimately will come down to
the development of common core data ele-
ments and definitions across different condi-
tions. That is a big effort that requires multi-
stakeholder involvement.

HISEY. DELOITTE. The biggest challenge in the
coming years will be evolving the processes,
systems, and governance so that the right peo-
ple are making the right decisions with the
right information. This will be an organiza-
tional change and it will have a strong tech-
nology dimension. These focused clinical
R&D programs will accelerate the adoption of
products in the marketplace.

LAKE. CIRCLE SOUARE. Two key challenges
stand out as EMRs begin to impact the drug
development process. The first is access to
patient data and the second is sophisticated
clinical data management and real-time anal-
ysis of those clinical data. As the industry
moves toward demonstrating efficacy in addi-
tion to safety, it’s likely that smaller trials
with smaller, narrower patient segments will
become advantageous. Provider EMR data
will be key, particularly as genomic data
becomes more widely available and more per-
sonalized therapies become possible. Pharma
will be challenged to put processes in place to
establish channels for access to these new rich
data sets and then to manage these in the con-
text of a rigorous research process. Addition-
ally, once the drug is approved for a narrow
segment and gets into the market, continu-
ous research will enable broadening segments
over time.
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treatment and how to stick with it.
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DEVINE. PATNI LIFE SCIENCES. Managing
immense data volumes will be a major chal-
lenge in EMR integration. The existing
metadata models in our industry have not
been built to allow this volume of data to be
used effectively, nor have enough universal
standards been defined to assist in the use of
such a wealth of data. The early adopters can
help drive the standards, but the cost of pick-
ing the wrong standard would be significant
to all of our industry. The increased use of e-
discovery will increase the privacy and data
security concerns. We have all seen the results
of the changes in the rules of disclosure of
information in court, which now includes all
electronic stores. The additional information

people can explore is growing exponentially.
I can easily imagine whole new cottage
industries growing from the litigation relat-
ed to the managing of information and the
knowledge required to index, archive, ana-
lyze, and retire data. This will be a big chal-
lenge for us. The impact of EMR on informa-
tion security and privacy is accentuated by
the data volume and the need for portability.
Because electronic health records are the per-
sonal property of the patient, not the intel-
lectual property of the company, a distribut-
ed data ownership model will pose even
greater challenges to this industry. Our addi-
tional data stewardship concerns will increase
the cost and complexity of e-discovery pro-

grams. We will have to address the chal-
lenges of identification, authentication, and
authorization as well. With all of this infor-
mation available, we will need a mechanism
to verify the identity of all persons involved
so that particular sets of personal information
can be accessed only by those specifically
authorized. Managing access control may be
the single greatest challenge within our
industry in the foreseeable future. 4

PharmaVOICE welcomes comments about this
article.E-mail us at feedback@pharmavoice.com.

SEE DIGITAL EDITION FOR BONUS CONTENT
WWW.PHARMAVOICE.COM

Sound Bites from the Field

IN 2005, DR. DAVID BRAILER, FORMER U.S. PUBLIC HEALTH OFFICIAL, CALLED INTEROPERABILITY THE KEY TO THE FUTURE HEALTHCARE SYSTEM.
INTEROPERABILITY IS THOUGHT TO BE THE ONLY WAY TO BIND TOGETHER A WIDE DATA NETWORK, ALTHOUGH SOME HAVE THEIR DOUBTS
ABOUT ITS FEASIBILITY.WE HAVE ASKED OUR EXPERTS IN THE FIELD WHETHER INTEROPERABILITY IS A GOAL TOO HUGE TO BE DOABLE.

JASON BURKE is Worldwide
Director of Health and Life
Sciences R&D at SAS, a provider
of business analytics, software,
and services in the business
intelligence market. For more
information, visit sas.com.

AepR interoperability is a realistic goal, but it
may not give us what we want.Whenever EMR
interoperability is discussed, two issues — data
standards and the infrastructure connectivity to
allow standardized data to be shared — seem to
hold the center of attention. But if one goal of
sharing EMR data is to improve patient outcomes,
much more attention needs to be placed on how
the data will be used.Nontechnical issues such as
medical context and semantic interpretation
must become focal points, as they are critical to
successfully applying retrospective and predictive
analytics to patient outcomes. If we don't address
these issues, it is unlikely any EMR interoperability
solution will deliver on the promise.’ ’

BRIAN O’NEILL is President
and CEO of Office Ally,a

claims clearinghouse that offers
aWeb-based integrated system
that connects patients,
providers,and payers. For more
information, visit officeally.com.

4, nteroperability between electronic health

record (EMR) systems is not only realistic, but
mandatory. HL7 is the standard for communicating
data between EMRs, registries, labs, and external
devices; technology is not the obstacle to the
widespread adoption of EMR.What is stopping us
from fulfilling the promise of EMR is cost to
providers and vendors that won't enable the use of
their technology with competitive EMR products.
Many of the larger EMR vendors charge a
substantial fee (up to $5,000 per link) for every
connection between the providers' EMR and their
system. Until we make it affordable for physicians
and other healthcare providers to send and receive
information contained in the EMR, it simply won't
happen on a wide-scale basis. We see tremendous
clinical, operational,and economic value in sharing
EMR data, within HIPAA guidelines,among key

healthcare providers. Once vendors move beyond a
silo mentality, we can all begin to fulfill the promise
of EMRIY

F.RANDY VOGENBERG, PH.D.,
is the Principal of the Institute for
Integrated Healthcare, as well as a
senior scholar at Jefferson School
of Population Health.The Institute
for Integrated Healthcare
provides integrated pharmaceutical benefits
consulting and education to self-insured employers
and business coalitions. For more information,
e-mail randy@iihonline.net.

#7he EMR remains mired in controversy and turf

battles over information content due to the
perspectives among stakeholders who use that
patient information.

Another challenge includes the hardware or
software upgrades that cost significant sums of
money, owing to the standardization of information
under HL7 through its members representing all
aspects of the healthcare system. Interoperability is
a concern to third parties, such as a manufacturer
engaged in clinical or market research, but for most
users there is a relative lack of urgency and willing-
ness to stay with the status quo.

This reluctance to change comes from the
concern over fully transparent access to such
detailed personal medical information, worry of
how such personal medical information may effect
insurance coverage or costs, the real possibility of
regulatory or legal exposure to a law suit,and the
general nature of human decision making to go
slow with change.If there was a true issue with
identifying and collecting data today, then most
health management organizations or employers
managing healthcare budgets would be in far
worse shape than they are in working with EMR
related information.

The solution to interoperability issues lies in a
willingness in this country to address the key
human nature or behavioral aspects around EMR
by most stakeholders, including fear of litigation,
and determining how financing of improved EMR
systems can be accomplished in a systematic and
large-scale manner.This may not be what
researchers in pharma firms want to hear. /7
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BY ROBIN ROBINSON

" EAR ERVIRONMENT

A survey by Athenahealth and Sermo recently reviewed physicians’ sentiment on electronic health records at the HIMSS10 conference in
Atlanta.Findings show a level of optimism and enthusiasm around EHRs, but also reveal a physician community in need of better solutions
than are currently available. In the meantime, pharma can use this time to prepare for the new world of EHR data.

o
he promise of government incentives
I and meaningful use has stimulated and
will continue to stimulate the EHR
discussion, says Rose Crane, CEO of Epocrates.

“But full-scale deployment is still depen-
dent on practice-based physicians,” she says.
“Beyond the pending stimulus money for
healthcare providers, the move to broader
acceptance is dependent on the development of
more physician-centric, affordable solutions for
smaller practices, which accounts for more
than 50% of office-based physicians in this
country.”

Despite the disparity between physicians’
enthusiasm and the actual implementation of
EHRs in hospitals and physician offices, the
healthcare industry is at the point of no return.
Pharmaceutical companies such as Glaxo-
SmithKline, Merck, Millennium, Pfizer, and
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“Companies will have to get
much more closely involved
in working with payers and
providers to understand
what treatment approaches
they would like to be able to I8
use over the next five years.”
CHRIS STEEL
PA Consulting Group l
%
'

Roche are weighing the pros and cons of EHR
in relation to drug development programs and
clinical trials. Many are facilitating pilot pro-
grams to test the waters. PhRMA and the
eClinical Forum have establish an EHRCR
Profile outlining suitable criteria to certify
EHR systems as suitable for use in a clinical
research environment.

EHR will become a reality, says Steven Eas-
taugh, Sc.D., professor in the Department of
Health Services Management and Leadership
at The George Washington University School
of Public Health and Health Service.

“The major change in the evaluation of pro-
cesses for pharma research is to realize that we
are all in Bayesian theory now,” Dr. Eastaugh
says. “With more uncertainty in the market-
place, Bayesian inference can better discrimi-
nate between conflicting hypotheses.”

2010 Physician Sentiment
Index on EHR

Athenahealth and Sermo teamed up to sur-
vey 1,000 physicians to gauge their
sentiment on electronic health records. Most
respondents say they have a somewhat or
very favorable opinion of EMR/EHR.

Physicians also say EHR:

e Improves access to clinical data (85%)

e Improves bill collections (77%)

¢ Helps with integrating clinical data with
practice management systems (71%)

® Reduces medical errors (71%)

e Improves compliances with clinical
guidelines (69%)

e Improves efficiency (47%)

® Reduces costs (41%)

Source: Athenahealth.
For more information, visit athenahealth.com.

Bayesian inference is statistical inference in
which evidence or observations are used to
update what is known about underlying
parameters or hypotheses.

Pharma cannot sit by the sidelines and wait
it out, our experts say. According to Chris Steel,
leader of PA Consulting Group’s Healthcare I'T
business in the United States, pharma compa-
nies will have to get much more closely
involved in working with payers and providers
to understand what treatment approaches they
would like to be able to use over the next five
years.

“This does not replace the current push
model of drug development that starts with
finding the molecule, but complements it with
a more patient-oriented pull model that could
result, for example, in known molecules being
delivered as part of different treatment




approaches through different devices in differ-
ent formulations,” Mr. Steel says.

Pharma companies will also need to take an
active role in determining how and what stan-
dards will develop and how the data will be
managed and secured in order to maintain their
competitive advantage.

Shaping how the data will be shared, who
will have access, and where it will be stored will
allow companies to be in the best position to
leverage the data as they become available, says
Roy Devine, associate VP of Patni Life Sciences.

“The most critical strategy required for the
pharma industry’s use of EHR data is early
rationalization of its present research and pro-
duction data systems and the attendant data
loading processes,” Mr. Devine says. “Unless we
rationalize and harmonize the existing data, the
additional data, especially from external sources
such as EHR, will cripple our data manage-
ment efforts.”

Harmonized metadata along with a data
warehouse/datamart infrastructure will provide
the industry with the ability to manage large
volumes of data and unleash the analytical
power required to generate new, effective tacti-
cal and strategic objectives. Ensuring that the
internal information can be incorporated with
external data, such as from virtual clinical trials
and research outcomes analysis, will provide
the most fertile environment for research
growth, Mr. Devine says.

Standardization may be a stumbling block
for the implementation of large, complex sys-
tems, but there is an alternative, says Robert
Lorsch, president, MMR Information Systems.

“In a perfect world you need standardization
but I'm not sure standardization is attainable,”
Mr. Lorsch says. “There are all kinds of govern-
ing bodies out there that require hundreds of
various elements, but there is no standard solu-
tion on how to do that. My answer is keep it
simple and create a process that will enable you
to start collecting data sooner by faxing infor-
mation that can be digitized into an electronic
record.”

He says there are user-friendly products that
enable any doctor in any hospital regardless of
type or level of technology to deposit any form
of information into an EMR.

“With this application, any patient or doc-
tor can scribble a handwritten note and put it
on fax machine or scanner and have it end up in
the pages of an EMR,” he says. “There is no
solution to reduce cost of clinical trial manage-
ment other than an EMR, and how a company
approaches it determines whether it will start
using it six months from now or years from
now,” Mr. Lorsch adds.

Pharma should also be focusing efforts on
defining the elements of data collected.

“To the extent that pharma can push or fund

PhRMA has made available a
checklist to help EMR suppliers and
dlinical trial technology vendors
determine if their combined
systems can legally supply source

data for clinical trials. Each item in
the checklist has an associated U.S.
or European regulation requiring it.

specialties toward developing common, core
data elements and definitions that can be
adopted in the EHRs, this could have a very
positive impact on the ability to use the data
collected in the EHR, says Richard Gliklich,
M.D., president of Outcome.

Most critical for success is to get access to a
clinical analytics engine that’s flexible, fast, and
can operate in real time, says Michael Lake,
president of Circle Square.

“This resource also needs to include a med-
ical thesaurus to help normalize data from dif-
ferent provider organizations and EMRs,” he
says. “The large healthcare payer organizations
have gobbled up the first commercial engines,
for example, Aetna and ActiveHealth, HCSC
and MEDecision, United and Ingenix, Well-
Point and Resolution Health. A new breed of
independent solutions is now appearing with a
Web-based architecture that can operate in
real-time.”

Mzr. Lake says also required are data part-
nerships with providers for translational
medicine and clinical research. These partner-
ships can also be used by pharma companies
to use their clinical analytics resources to work
with providers and their data on medication
adherence and gaps-in-care programs. On the
commercial side, over time, pharma will be
advantaged by wrapping services around its
pills.

GE Healthcare executives suggest pharma
should continue to be involved in champi-
oning the development of provider recogni-
tion and pay-for-performance programs to
both improve care and drive appropriate use of
medications.

“With regard to using EHR data, pharma
should take the opportunity to better under-
stand the characteristics of data source: what is
available, what are its strengths and weakness-
es, what types of studies is it best suited for and
so on,” says Peter Bailey, general manager of
GE Healthcare IT Clinical Data Services unit.

“One of the main reasons for the relatively
slow guideline adoption rate is the difficulty
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ELECTRONIC Records

Electronic Records Terminology

Defined by HIMSS Analytics

Electronic Medical Record: An application environ-
ment composed of the clinical data repository, clinical
decision support, controlled medical vocabulary,
order entry,computerized provider order entry, phar-
macy, and clinical documentation applications.

This environment supports the patients’ electron-

ic medical records across an inpatient and outpatient
environment and is used by healthcare practitioners
to document, monitor,and manage healthcare deliv-
ery within a care delivery organization.The data in the
EMR is the legal record of what happened to the
patient during their encounter and is owned by the
care delivery organization.
Electronic Health Record: A subset of each care
delivery organization’s EMR, presently assumed to be
summaries like ASTMs Continuity of Care Record
(CCR) or HL7s Continuity of Care Document (CCD), is
owned by the patient and has patient input and
access that spans episodes of care across multiple
care delivery organizations within a community,
region, or state (or in some countries, the entire coun-
try).The EHR in the United States will ride on the pro-
posed National Health Information Network (NHIN).

The EHR can be established only if the electronic
medical records of the various care organizations
have evolved to a level that can create and support a
robust exchange of information between stakehold-
ers within a community or region.

While some forms of early EHRs exist today in lim-

ited environments, it will be difficult to establish effec-
tive EHRs across the majority of the U.S. market until
we have established clinical information transaction
standards that can be easily adopted by the different
EMR application architectures now available.
Health Information Exchange: The transmission of
healthcare-related data among facilities, health infor-
mation organizations and government agencies
according to national standards. HIE is an integral
component of the health information technology
infrastructure under development in the United
States and the associated National Health Informa-
tion Network.

To meet requirements, HIE technology must
enable reliable and secure transfer of data among
diverse systems and also facilitate access and retrieval
data. The purpose of HIE development is to improve
healthcare delivery and information gathering.

Source:HIMSS Analytics.For more information, himssanalytics.org.
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implementing new guidelines into existing
clinician workflows,” he says. “A well-imple-
mented EHR can address this issue. By imple-
menting the guideline in the EHR, the infor-
mation can be presented at the point of care at
the appropriate time, making it more likely to
be acted upon.”

Another major hurdle is accessing EHR
data in a HIPAA-compliant manner, says
William Crown, Ph.D., president, i3 Innovus.

“This is particularly true for linkages of
EHR to other forms of patient information
such as medical claims histories,” he says.
“Assuming that these challenges can be met,
there is the additional issue of drawing correct
conclusions from observational data. Tradition-
al biostatistical methods used in randomized
trials are not adequate for the analysis of obser-
vational data.”

Here, the methods used in epidemiology
and health economics are more appropriate, he
adds. Companies will need broader integration
of their data to conform with submission stan-
dards. EHR, clinical data, labs, etc. must all
harmonize. Also, it will be necessary to have the
ability, in a HIPAA-compliant manner, to
identify patients eligible for a clinical trial.

Comparative effectiveness programs for cur-
rent or potential products will also get a boost
from EHR adoption.

“The comparative effectiveness insights,
when appropriately applied, will enhance com-
panies’ competitive strategies and actions,
resulting in greater competitive effectiveness,”
says Terry Hisey, vice chairman at Deloitte.

Perhaps the most difficult step of prepara-
tion for the industry will be getting its collec-
tive head around the idea that things are going
to change.

“Pharma will have to be comfortable with a
novel process that will replace the current
decades-old business process,” says Paul Cever-
ha, director, PricewaterhouseCoopers’ Health
Industries Group. 4

PharmaVOICE welcomes comments about this
article. E-mail us at feedback@pharmavoice.com.
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A Case Study: Pfizer

In 2007, Pfizer conducted a series of interviews pertaining to electronic health records.The
results were published in the Journal of American Medical Informatics Association in June
2008.The Pfizer Healthcare Informatics team conducted a series of guided interviews with 35
Pfizer senior leaders to elicit their understanding, desires, and expectations of how EMR might
be used in the pharmaceutical industry today.

The interviews yielded 14 categories comprising 42 specific use cases.The highest priority
use cases were drug safety and surveillance, clinical trial recruitment, and support for regula-
tory approval. Fifteen EMR companies were surveyed to assess their functionality against the
specified use cases. Self-reported responses from the EMR companies were highest for virtu-
al Phase IV trials and document management for clinical trials.

In an effort to access information more efficiently, Pfizer had started to investigate poten-
tial opportunities around how electronic health records (EMRs) might be used to augment,
supplement, or replace EDC based systems. In addition, other departments (e.g., outcomes
research, safety) within Pfizer traditionally relied on claims data for various analyses; they too
are attempting to evaluate the value of real-world clinical data available from EMRs.

The report determined that the pharmaceutical industry could more effectively research,
develop, and monitor safety of medicines by using such clinical databases that are made pos-
sible by the growing adoption of EMRs in healthcare institutions.

An interesting note at that time is that vendors surveyed reported they had little to no
intention of offering services that would support regulatory approval, with 33% indicating
they fully meet the use case to support regulatory approval and 13% having no intent of
developing such functionality. Although in theory the needed data can be captured by EMRs,
unless it is actually acquired with the quality and completeness necessary for regulatory bod-
ies, there is limited value for pharmaceutical companies who must adhere strictly to regulato-
ry requirements, e.g., 21CFR Part 11, which pertains to electronic signatures and audit trails.

According to the report, EMRs can provide some support to the pharmaceutical industry
for data re-use, but it will take an ongoing dialogue among EMR companies, research-based
organizations,and the pharmaceutical industry to ensure that the data being captured,aggre-
gated,and analyzed can produce the value necessary for all stakeholders.The pharmaceutical
industry is interested in population health, and EMR vendors can help to better capture and
analyze health information. Particularly in the areas of drug safety surveillance, clinical trial
recruitment, and in observational studies, the EMR vendors can partner with the pharmaceu-
tical industry to help satisfy regulatory requirements in order to bring life-saving drugs to
patients faster.

Source: Jamia. For more information, visit

http://jamia.bmj.com/search?fulltext=pfizer&submit=yes&x=08&y=0




Risk Sharing and Conditional Based
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Examining Risk Sharing Strategies and Execution
in a Multiple Payer Environment to Achieve
Measurable Outcomes
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Conference Focus:

At the Risk Sharing and Conditional Based Pricing and Reimbursement Conference, more than 15 professionals
from leading pharmaceutical, biotechnology and medical device companies will discuss critical issues in pricing and reimbusement
agreements and examine how they can work together in the future to implement measurable risk sharing and conditional
based pricing and reimbursement strategies.

This conference comes at a pivotal time for the pharmaceutical, medical device and biopharmaceutical industries. Risk sharing
and different forms of conditional based pricing and reimbursement practices have been implemented for over a decade
in Europe with government payers. As pipelines dry up, the industry is looking for ways to get new drugs to the market.
Due to the multiple player environments in the U.S., difficulties have arisen in implementation of these risk-sharing strategies.

Featured Speakers Include:

Kitty Rajagopalan, Ph.D. Ravinder Dhawan, Ph.D.

Head, Global Heath Outcomes Pricing and Economics Senior Director,World Wide Health Economics and Pricing
Biogen Idec Johnson & Johnson Pharmaceutical Services LLC
Andrew Stainthorpe Dean J. Geraci

Associate Director, Patient Access Scheme Liasion Unit Director, Healthcare Economics and Reimbursement
(Centre for Health Technology Evaluation) Covidien

National Institute for Health and Clinical Excellence
LinkedIn Group:

Join Our Risk Sharing, Conditional Based Pricing and Reimbursement LinkedIn Group to be able
to start networking with other industry leaders before and after the conference. Click here to join.
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