Patient Engagement

By Robin Robinson

Patient Engagement
New Strategies for a New Era

Pharma’s
traditional focus
on regulatory
approvals

and product
marketing is
outmoded, and
its new focus
should be on
how to engage
successfully
with patients.

linical trials and traditional mar-
‘ keting efforts are no longer the only

way to reach today’s patient consumer.
To succeed in the era of digital and health
savvy consumers, the industry needs to enlist

a more proactive patient engagement strategy
that anticipates and meets the evolving needs
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innovative ways to engage them.

Our experts explore various avenues for
engagement, such as improving health liter-
acy, capitalizing on retail pharmacy oppor-
tunities, gaining deeper insights from more
available data, and creating more outcomes
based relationships, all with a direct focus on
patient-centricity.

“There’s a long history of looking to en-
gage the patient from the pharma perspective,
during the development process, as well as
once a drug is commercialized,” says Karla
Anderson, partner, PwC. “However, there’s
a variety of factors that are now making that
engagement more important, more effective,
and more precise.”

According to a PwC report, as the health-
care ecosystem continues to evolve, new trends
and players are emerging and existing players
are adapting. These changes, and three in
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and wants of patients both in clinical trials
and out. Pharmaceutical companies can create |
more value for consumers by using advanced
technology and partnerships that lead to more

particu-
lar, are cre-
ating a need to
engage with patients
and consumers in new ways.

These forces — the emergence of consumer-
ism, the shift within healthcare from volume
to value, and regulatory interest in patient

perspectives — increase the importance for
pharma companies to participate in patient
engagement.

“The pharma industry is beginning to
change who and how it targets consumers,”
says Jeff Lee, founder and CEO of mProve
Health. “As recently as 10 years ago, those
targets were physicians. With the age of the
Internet, consumers have a greater voice in
their healthcare decision-making.”

Ms. Anderson agrees, saying patients now
have more financial responsibility for their
healthcare and have more health informa-
tion available to them, and this has empow-
ered them. Marketers also can be empowered
through the use of technology that enables
better patient data collection, allowing them

to have a better un-
derstanding on how
patients behave and the
role that the patients’ level of
motivation and ability to engage in
their therapy plays in successful outcomes.

“With such a major shift toward outcomes
and value in the healthcare arena overall there’s
a high recognition that the patient plays an
important role in impacting that outcome,”
Ms. Anderson says. “It’s a convergence of
several dynamics that has shifted how phar-
maceutical companies think about patient
engagement and the types of initiatives that
they bring to the marketplace.”

Ms. Anderson adds that even the FDA is
striving for more patient engagement.

The agency has set up a Patient-Focused
Drug Development program to better engage
with patients. So far, the FDA has held 21
disease-specific meetings in which they ask pa-
tients for perspectives on their diseases, treat-
ments, willingness to participate in clinical
research, and tolerance for risk. (Editor’s Note:
See the box Questions the FDA is Asking Con-
sumers About Their Diseases)



This approach is likely to expand in the
near future. As part of the FDA and the phar-
maceutical industry’s proposed revisions to the
Prescription Drug User Fee Act (PDUFA),
the FDA will be releasing several policies
intended to further integrate patients into the
regulatory process. Already, the FDA has pro-
posed allowing independent groups, such as
patient advocacy organizations, to conduct the
patient-focused drug development meetings,
potentially accelerating and spreading their
patient-engagement efforts.

“People recognize that patient engagement
is not a casual opportunity but more of an
imperative to design each study around the
experience the patient will have,” Mr. Lee says.
“The pharma industry is about a year or so into
the adoption of this concept.”

New Avenues for
Reaching Consumers

Retail Pharmacy

The retail pharmacy is a trusted environment
where patients are in the right mindset at the
point of purchase. Jim O’Dea, CEO, Rx-Edge,
believes retail pharmacies present the greatest
opportunity to interact with the most patients
at a time when they are thinking of their
health concerns.

Mt. O’'Dea says several Gallup surveys rank
the pharmacist as one of the most trusted pro-
fessions in healthcare, earning a second-place
ranking last year. The pharmacy is an ideal
place to connect with patients because it is
the first place they will go with a healthcare
question, as opposed to waiting for an office
visit with a physician. While the industry has
traditionally viewed the retail pharmacy as a

distribution channel for prescription access,

pharmacies have begun to position themselves

as the first stop on a patient’s healthcare jour-
ney.
“Up to 82% of people will look for an
over-the-counter solution to a potential health
problem before going to a doctor,” Mr. O’Dea
says. “That’s why we are so excited about the
retail pharmacy space and pharma marketing
plugging into it, which is happening more
and more.”

The pharmacy retailer and the pharmaceu-
tical manufacturer want the same thing — to
get the right patient on the right therapy at
the right time, and, acquire new patients.
However, their tactics for achieving that goal
do not always align. Instead of working to-
gether toward the common goal, both entities
are striving separately for it. Pharma marketers
could take advantage of some, if not all, of the

k

Patients are sometimes
referred to as data
cows. In our view,
the patient reported
outcome diary of today
is a milking machine.
We had a‘peanut
butter and chocolate’
moment when we
considered combining
patient engagement
with patient-reported
outcomes.

JEFF LEE
mProve Health

Patient Engagement

pharmacy retail tools being used to engage
consumers, instead of creating their own one-
offs.

“The pharmaceutical and pharmacy in-
dustries are completely aligned on the patient
acquisition front and on the adherence front,”
Mr. O'Dea says. “Where it falls apart in my
judgment is on the tactics. My advice to
pharma manufacturers is to know what re-
tailers are offering patients, and to align their
offerings similarly.”

Understanding the Patient Journey

For years the pharmaceutical industry has
taken a more natrow view of the patient
journey, focusing mostly on how the patient
actually gets access to the drug, and how to
keep him or her on the prescribed treatment.
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Partnerships and
technology will be the
epicenter for all patient
engagement solutions.

MARK STEVENS
Publicis Health
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However, there’s a growing apprecia-
tion and awareness from pharmaceutical
manufacturers that this narrow view is
Selected questions based on an analysis of 63 types of questions asked at 21 of the FDA's only one of the many components that a
Patient-Focused Drug Development meetings patient copes with.

“There’s a growing appreciation that
the patient journey is much more com-
plex and more personal than it was

Questions the FDA is Asking Consumers About Their Diseases

Percentage of meetings
where question asked

- — - thought to be in the early days,” Ms.
Of all the symptoms that you experience because of your condition, which one to three Anderson says. “The thinking around the
symptoms have the most significant impact on your life? )

patient journey is evolving to be much

Questions about symptoms

Avre there specific activities that are important to you but that you cannot do at all or as 85% more multi-dimensional. The journey

fully as you would like because of your condition? is not only about the clinical disease and

How do your symptoms and their negative impacts affect your daily life on the best days? getting appropriate treatment, it’s also
52% . ; .

On the worst days? about patients’ challenges from a lifestyle

perspective, their economic and logistical
Questions about current treatments access to healthcare, and their psycho-so-
cial conditions relative to their disease.”

What are the most significant downsides to your current treatments, and how do they _ This type of rich insight is gained
affect your daily life? from analyzing patient data, which is

Assuming there is no complete cure for your condition, what specific things would you also more prolific these days than it once
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look for in an ideal treatment for your condition? e was.
‘The industry is gaining more in-
Questions about perceptions of risk sights by talking to patients and under-
standing what they're really struggling
What factors do you take into account when making decisions about selecting a course of 4o with,” Ms. Anderson says. “It is reflected
treatment? in a lot of the programs that pharmaceu-
What information on the potential benefits of these treatments factor most into your 14% tical companies are looking to put into
decision? the market to connect with patients;
How do you weigh the potential benefits of these treatments versus the common side 14% companies dO.aCkI}OWI‘?dge a broader set
effects of the treatments? of needs than just ‘here’s how to take my
drug and here’s how to manage being on
Source: HRI analysis of Federal Register notices for 21 patient-focused drug development meetings that drug.’ There is much more sensi-

tivity to all of the other factors that the
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If there is one strategy that needs
to be adopted to drive change in
patient engagement, it’s the need
to simplify communication and
verify comprehension from patient
diagnosis to prescribed treatment.

STEPHANIE REYNDERS
PMRG/Health Literacy Initiative

patient has to manage that may end up being
barriers to taking the drug properly and that
begins with really understanding what the
challenges are, and can the drug be easier to
use.”

Making the patient journey easier should
be the ultimate goal of all patient engagement
programs. From the development process all
the way to market, patient engagement pro-
grams need to be focused on helping to moti-
vate the patient, to understand the value of the
product, and to comprehend the outcome that
they would derive, Ms. Anderson says.

Tools that enable direct interaction with
the patients are taking hold and becoming not
only an integral part of clinical and postmar-
keting programs, but also a strategic enabler
for patient engagement, says Chitra Lele,
Ph.D., chief scientific officer, Sciformix. Some
of the most popular are apps and devices for
cardiac monitoring, diabetes management,
multi-parameter tracking, etc.

“In today’s digital age, technology enables
reach into, and engagement with patients at a
much wider level than ever before,” she says.
“Patient engagement extends beyond clinical
practice and has been widely accepted as crit-
ical for clinical research over the past decade.
Novel technologies such as activity trackers
and mHealth devices are making their way

into clinical development programs as a means
of data capture and serve to encourage patient
engagement in the process.”

Beginning with the discovery phase, pa-
tient input is important to determine the
relevance of the research questions and patient
participation is required to generate real world
data around unmet needs and therapeutic
burden.

“At the preclinical stage, patient inputs
around meaningful endpoints and PROs are
very useful,” Dr. Lele says. “Pa-
tient inputs also help determine
eligibility criteria and the in-
formed consent process.”

Increased Engagement in
Clinical Trials

At the clinical trial stage patient
engagement helps with patient
recruitment and adherence, Dr.
Lele adds. Furthermore, patient
feedback helps to shape trial ad-
aptations or modifications and
patient preference studies. How
the patient community views the
results, in the context of real world
evidence and effectiveness of treat-

PwC

A convergence of
dynamics has shifted
how pharmaceutical
companies think
about patient
engagement and the
types of initiatives
thatthey bring to the
marketplace.

KARLA ANDERSON

Patient Engagement

ments, has a fundamental impact on market
access, payer reimbursements and more.

Mr. Lee has observed pharma creating more
patient centered study designs and engaging
with advocacy groups and crowd sourcing pro-
tocols. Pharma has taken strides to engage pa-
tients during the study to both improve their
trial experience as well as generate insights
that will be meaningful for those patients
when they become consumers. He has also
noticed a shift to engaging with patients on a

5 Important Elements for Patient Engagement

To create connections with patients, the en-
gagement strategies should include some or
all of the following elements:

1. Be holistic — Clinical intervention affects all
aspects of the patient’s life. To that extent,
the patient will be much more involved if
the engagement is not limited to the “pill”
but more on total wellness. The patient will
need a “coach” more than a clinical nurse
though the coach can be a nurse.

2. Be personal - A website and an answering
machine will not do it. The recommenda-
tion is to employ a live person as a strong
communication medium with a maximum
of one warm transfer. Taking time to study
the patient’s learning style will also be
important to be effective. Resources can in-
clude a website with educational resources,
etc.

3. Measure periodically - Consistency, while
good to keep in touch with the patient,
might not be good for tactics. Knowledge

Source: Mark Stevens, Publicis Health

and technology get updated every 24
hours, so pharma needs to revisit both en-
gagement and content tactics periodically.
The only way pharma can keep up, is to
measure responsiveness to these interven-
tions. Key retention and engagement mea-
sures should be developed and measured.

4. Leverage technology — There have been
great advances in the areas of artificial intel-
ligence, deep learning, and machine learn-
ing.These patterns of recognition learning
algorithms will help the engagement be
relevant and will continually optimize the
amount of time spent and thereby decreas-
ing investment over time.

5. Involve the HCP — Not many patients trust
a pharmaceutical company to take care of
them. Providing a conduit for HCP involve-
ment/engagement in total care will add
more credibility to the process.The HCP,
should at a minimum, have knowledge of
all engagements with their patients.
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Patient Engagement

much more customer service basis through the
use of satisfaction surveys.

“We're now seeing more sponsors take
the patient satisfaction concept to heart and
survey the patients in a trial, like a soft patient
report of information, to see how they are ex-
periencing the study, how they’re having their
interactions with the site and how confident
they are in their overall participation in the
study,” he says.

That allows not just a good study design,
but calibration of the study experience mid-
trial.

“Technology has made it easier to collect
information from patients and generate these
insights and we're seeing mote of our sponsors
bake in that type of data collection,” Mr. Lee
says.

The satisfaction surveys work well to steer
programs in the right direction, and patients
who get these communications will stay com-
mitted to a study longer because of them.

“We are seeing tremendous correlation be-
tween participants who get these surveys and
their retention rate,” Mr. Lee says.

While patients benefit from the insights,
the fact that the data is so measurable is a boon
to the sponsors.

“We can correlate patients interactions
with their mobile device to the data collected
from them as well as the progress and com-
pliance they have in the study,” he explains.
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The pharmacy retailer
and the pharmaceutical
manufacturer want the
same thing — to get
the right patient on the
right therapy at the right
time, and acquire new
patients.

JIM O'DEA
Rx-Edge

“Those data points haven’t existed before digi-
tal-based patient engagement.”

Health Literacy Challenges

Even in today’s advancing digital era and video
capabilities, the pharmaceutical industry still
engages most frequently with patients via the
written word. This includes labels, disclaim-
ers, dosing guides, instructions, and more.
The problem is that most patient materials are
written at a college level when only one-quar-
ter of all adults have a college education.
Further, only 12% of the U.S. population has
adequate health literacy, which is necessary
to effectively navigate the complex healthcare
system.

If there is one strategy that needs to be ad-
opted to drive change in patient engagement,
it’s the need to simplify communication and
verify comprehension from patient diagno-
sis to prescribed treatment, says Stephanie
Reynders, executive director, PMRG/Health
Literacy Initiative.

“But we can’t simply make things easier to
read, as readability is only one factor in health
literacy, and it alone is insufficient to effect
change,” she says.

Low health literacy can affect people from
all walks of life and all levels of education.
This is because health literacy is dynamic and
context based. Consider someone who is newly
diagnosed with a disease she knows little

In today’s digital age, technology
enables reach into and engagement
with patients at a much wider level
than ever before.

DR.CHITRA LELE
Sciformix

about. Chances are she may feel overwhelmed
and have difficulty making sense of all the new
information coming at her in the immediate
aftermath of her diagnosis. Other patients
may, however, encounter more routine health
literacy challenges, such as those experienced
by patients who speak English as a second
language.

By including a broader scope of patients
and casting a wider net, pharma will better
understand the patient journey from diagnosis
to maintenance and the overall perspectives of
their consumers. This will allow pharma to
create better materials and products to support
their consumers. Unfortunately, those who
deal with lower health literacy day-in-and-
day-out shy away from research panels and
clinical trials, thus, market research doesn’t
get their input in qualitative and quantitative
research.

“If pharma can find a way to engage with
these patients, communications won'’t be the
only thing that improves,” Ms. Reynders says.
“The potential benefits become endless.”
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New Strategies

Patient Engagement

By Robin Robinson

For Better Patient Engagement

ccording to PwC, systematic engage-
Ament can set companies up for both
R&D and commercial success. Early
engagement with patients allows companies
to better understand their needs and wants,
enabling companies to better design their
products and set up cohesive support systems
for users of their treatments. Understanding
those needs is crucial in a value-based environ-
ment, where patients, payers and healthcare
providers focus on quality and costs.
Engagement can also improve a compa-
ny’s chances of regulatory success. Patient
perspectives can shape the regulatory approval
discussion. While patient input is unlikely to
improve the approval chances of a drug lacking
solid efficacy and safety data, regulators may
be more willing to work with companies that
are developing a product in close concert with
engaged or especially ill patient populations.

Building Communities

The new era brings with it the opportunity to
use digital channels to communicate with the
patient and help them feel engaged, informed,
empowered, and really valued. Patient apps
can guide them through a clinical study, gam-
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Companies need to think
systematically about their
patient-engagement
strategies.

ification in the app can help patients see the
progression of their involvement, and main-
tain interest in continuing with the study.

“We are seeing sites participating in
mobile engagement programs, where in the
past they were giving out calendars and rec-
ipe books,” says Jeff Lee, founder and CEO,
mProve Health. “We've had studies where
there was a 90% reduction in protocol devia-
tion rates and 80% are less likely to drop out
of a study.”

Sponsors are also creating online study
communities where patients can engage with
each other and derive a sense of a shared expe-
rience. These are disease specific communities
where patients can learn from each other.

“We're finding this type of approach to
clinical research is more and more effective
using and building these types of community
experiences,” Mr. Lee says. “Patients are now
able to understand that they are involved with

T
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Technology should not be
limited to infrastructure but
should be a key component
for analytics and measurement
and optimizing for continuous
improvement with artificial
intelligence, deep learning

and block chain options of the
distributed ledger.

MARK STEVENS
Publicis Health

a global program, for example, and that there
are others who are experiencing the same trial
together, which fosters a sense of community.”

Patient communities are also crucial for
testing protocols, gleaning more insight from
patients in terms of what types of services
would support them more effectively as they
contribute their time and their health to an
ongoing study.

Post-Study Patient Engagement

Engagement is as important after the study
as during, especially with the opportunities
to stay connected with patients through tech-
nology. Historically, the industry has had an
assemble-and-disband sensibility where the
study brings people together and when it’s
over, they all go their separate ways.

“We're seeing a lot of interest in engaging
patients post-study,” Mr. Lee says. “There are
some really strong connections being built
between patients and technology. They're pay-
ing attention to their reminders, the apps, and
those types of communications, which gives
us a great jumping off point to engage them
post-study. And at that point we want to de-
liver results back to them about the study so

The higher level of patient interaction
will result in a higher degree of
personalization.

KARLA ANDERSON
PwC
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they know what happened and they know the
benefit of their efforts.”

This also provides an opportunity to en-
gage them in a market research patient panel
model to learn the best way to position the
products once they’re approved.

“This type of engagement can help the
marketing side of the business in ways that we
are not yet seeing,” he adds.

Triangulating Communication

The amount and diversity of the data available
is allowing a better understanding of patients
and consequently, better design of the pro-
grams, and more relevant information being
collected.

“The higher level of patient interaction
will result in a higher degree of personaliza-
tion,” says Karla Anderson, partner, PwC.
“Each patient’s journey is his or her own. The
more insights that are gathered, the more
ability to understand the patient as a unique
participant within the confines of being able
to bring a program together, and that level of
personalization is really at the core of making a
program relevant and successful for a patient.”

That personalization comes more easily
these days due to the myriad data that have
been amassed around understanding patient
behavior based on advancements in behavioral
science and being able to profile patients ac-
cording to different dimensions of behavior.

Along with creating programs that are
personalized for the patient, programs also
are now designed to connect the patient, the
provider, and the manufacturer. This strategy
provides more connectivity and more shared
insight into how to get to better outcomes for
all. There are currently patient engagement
programs in the marketplace with much more
connectivity between putting a patient pro-
gram in place and connecting that information
that’s collected to share with the physicians,
so there’s triangulating among the manufac-
turer, the patients and caregivers, and their
providers.
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Digital engagement in
the form of automated
text messages, emails, and
calendar alert reminders
can also increase
retention and compliance
in clinical trials.

DR.CHITRA LELE
Sciformix

“We see a lot of programs across different
therapeutic areas that are much more infor-
mation rich, much more connected to the pa-
tients, much more personalized for the patient
and therefore more successful, frankly, than
the programs that were in the market previ-
ously,” Ms. Anderson says.

Manufacturers have the unique role of
being connected to the patient every day as
opposed to intermittent interactions with the
formal healthcare system and through this
connectivity can bring value to the providers
in the delivery system. Establishing a program
that allows the manufacturers to facilitate an
organized and routine transfer of patient infor-
mation to providers to enable shared decision
making between the patient and providers
which in turn will impact patient engagement
and outcomes.

Partnerships and Technology

Companies that develop the tools and mo-
bile apps, as well as those who use them to
facilitate patient engagement, have become
strategic partners for pharma companies as
they ultimately provide better insight into a
product’s safety and benefit profile.

Technologies such as activity trackers and
mHealth devices are making their way into
clinical development programs as a means of
data capture and serve to encourage patient
engagement in the process, says Chitra Lele,
Ph.D., chief scientific officer, Sciformix.

“Digital engagement in the form of au-
tomated text messages, emails, and calendar
alert reminders can also increase retention and
compliance in clinical trials,” she adds.

Partnerships and technology will be the
epicenter for all patient engagement solutions,
says Mark Stevens, chief strategy officer, Pub-
licis Health.

“Partnerships with key stakeholders such
as HCPs, providers, payers, specialty and other
pharmacies, hospitals and other care settings
will be vital for the holistic engagement and
technology will be a huge enabling back of-

Patients are now able to understand
that they are involved with a global
program;for example, and that there
are others who are experiencing the
same trial together, which fosters a
sense of community.

JEFF LEE
mProve Health

fice to keep the engine moving,” he explains.
“Technology should not be limited to infra-
structure but should be a key component for
analytics and measurement and optimizing for
continuous improvement with artificial intel-
ligence, deep learning and block chain options
of the distributed ledger.”

With all the new avenues and strategies
that are being afforded through the new era of
patient engagement, the patient reported out-
come realm is not as patient driven as it needs
to be. It is still very sponsor driven. There’s
effort from the patient to record in a diary,
which brings value to the sponsor but that’s a
one-way street, Mr. Lee says.

“Patients are sometimes referred to as
data cows,” he says. “In our view, the patient
reported outcome diary of today is a milking
machine.”

“We had a ‘peanut butter and choco-
late’ moment when we considered combining
patient engagement with patient reported
outcomes,” Mr. Lee adds. “Now everybody’s
winning. Patients are getting a better opport-
tunity to share their feedback about the study,
and they get the helpful information and
supportive communications that are beneficial
to them. Sponsors are getting the data they
need, plus all these compliance and retention
benefits.

“In our view it’s the way things should be
if we think of patients as partners and not as
data cows,” he continues. “It’s time to look
at what this really could mean to be patient
centric and how technology can really work to
be more engaging to patients rather than just
serving the needs of the study.”
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