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Event Overview
Beginning January 1, 2023, drug manufacturers will be required to 
refund Medicare the portion of a single dose container or single-
use package that was discarded. This webinar will take a look at the 
history of this proposal, explain the provisions and requirements of the 
new statute, and explore the operational impacts to manufacturers, 
providers and payers. Operationalizing program changes like this 
one can cause friction and challenges, but with the right preparation 
and a smart, data-driven approach, stakeholders can be confidently 
prepared to participate transparently, compliantly and effectively. 

Key Learning Objectives
•  Contextualize the events leading to the passage of the discarded 

drug refund program

• Understand the provisions and requirements of the statute

•  Anticipate challenges and friction that will likely arise between 
drug manufacturers, providers and payers when implementing the 
discarded drug refund program

•  Envision how ubiquitous data platform can reduce stakeholder 
friction and improve compliance by transparently connecting 
manufacturers, payers and providers 

Who Should Watch
•  Executives, Senior Leaders, Vice Presidents, Directors  

and Managers

• Drug Manufacturers, Health Care Providers, and Payers
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Register for this free webcast at:  
www.pharmaceuticalcommerce.com/pc_p/discarded
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FROM THE EDITOR

Diving in headfirst                       
Welcome to the April 2022 issue of 

Pharmaceutical Commerce, the first for 
me as the publication’s editor. As former 
Editorial Director Michael Christel 
indicated in his introduction to the last 
issue (February), his recent promotion 

to a new role at Pharma Commerce’s parent company, MJH Life 
Sciences, now takes him away from the day-to-day oversight 
of the magazine; however, as group managing editor, Mike 
will still be playing a major part in informing and shaping 
PC’s content. I look forward to working with him to maintain 
the quality and consistency he and Associate Editor Nicholas 
Saraceno have brought to the publication since it became part 
of the MJH stable in June 2020.

Over the last couple of years particularly, many trade 
and B2B magazine editors have had to juggle, assess, and 
prioritize the assorted contributions for any particular issue 
without leaving their desks, but I know from experience 
that I’ll need to get into the weeds a bit more in the coming 
months, interviewing experts and getting out to conferences 
to really understand the Pharma Commerce world and the 
latest thinking around it. Fortunately, the climate for industry 
events is improving again and in-person conferences are 
making more of a return in 2022. On that note, I’ll be attending 
LogiPharma in Nice, France (April 5–7), which looks to offer a 
thorough and expansive introduction to the current challenges 
and opportunities prevalent in the global pharma supply chain 
space. I look forward to harnessing some of the ideas and 
expertise from that show to inform our upcoming issues; I also 
hope that this and other events give me the chance to catch up 
with some of Pharma Commerce’s readers, contributors, and 
would-be contributors to keep those ideas coming!

As for this April issue of Pharma Commerce, coming from 
its sister publication, Pharmaceutical Executive, I’m no stranger 
to the term “patient centricity.” But in familiarizing myself with 
some of the thinking and practices around this month’s focus 
on patient support and hub services, I realized that I’d perhaps 
fallen into some of the lazy thinking around the idea of “the 
patient” that has arguably prevented pharma companies from 

radically advancing their patient-centricity strategies since the 
term was first mooted well over a decade ago. 

One of my first assignments for PC was to speak to the 
editors/co-authors of a new book from global professional 
services firm ZS called Reinventing Patient Centricity. I found 
this conversation with Hensley Evans and Sharon Suchotliff 
(see page 20) somewhat revelatory, not least in their suggestion 
that the word “patient” itself might have run its course, with 
growing calls from the advocacy community for a term that 
carries less stigma and promotes a more human view of those 
who are suffering from a particular condition or diseases. 
More immediately impactful, though, is Evans and Suchotliff ’s 
benchmarking of a number of pharma firms that reveals no 
company has yet implemented any real “transformational 
change” in the patient-centricity space, and their argument 
that some of the patient-support advances brought about by 
COVID-19 were not only very implementable well before the 
pandemic, but were also well known to be implementable. 

All of this, of course, leaves room for patient support/hub 
services providers to expand their efforts to further “humanize” 
patients in the eyes of the pharma industry and to encourage 
improved offerings that really take the patient’s needs into 
account. As Evans and Suchotliff conclude, their aim is not to 
disparage pharma but to expand the scope of the conversations 
around patient centricity and to truly “make it a reality.”

- Julian Upton     jupton@mjhlifesciences.com

I found the conversation 
somewhat revelatory, not 
least in their suggestion that 
the word “patient” itself 
might have run its course, 
with growing calls for a term 
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Putting the word out to patients                
Welcome to our annual focus on patient support/hub services. This issue 

discusses, among other things, the recent advances in tech-driven engagement 
to boost patient adherence; a new industry book calling for a “reinvention” of 
patient centricity; and how companies can achieve a more individual-centric hub 
experience by taking the patient’s point of view. We also take a look outside the 
US patient-support landscape to explore Ashfield Engage’s services in Europe. 
Ashfield’s business in the US is growing fast, but the UK-headquartered company 
has a long history in Europe. Head of patient solutions, Ian Riches, gives us an 
overview of what patient-support services look like across this region, where the 
individual markets can differ quite sharply in terms of regulations and expectations.

It remains sobering to note—as Editor Emeritus Nick Basta highlights in his 
article on page 15—that patient-support programs remain an underutilized part 
of healthcare. He points to the results of a 2020 Accenture survey that showed that 
only 18% of patients were aware of the programs they could access; this figure was 
no improvement on the results of a similar survey from 2015. It seems pharma 
companies still need to strengthen their messages about the patient services on 
offer, refine or retune their models of engagement, and not least, truly harness 
that speed and energy with which COVID-19 accelerated and facilitated further 
awareness of these services.

However, as our editors saw in putting together this issue, there is no shortage 
of new ideas, new thinking, and new initiatives out there in the hub services space; 
indeed, suggestions for articles kept rolling in long after the issue had reached 
its page limit. You can find the patient-focused pieces that didn’t quite make it 
into this issue—along with recent podcasts with Seqster on improving patient 
engagement and Innomar Strategies on promoting effective patient support in 
Canada—on the Pharma Commerce website. Thanks for reading!

Mike Hennessy Jr.
President and CEO,

MJH Life Sciences
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ConnectiveRx.com  |  We take the pain out of the prescription process.

We don’t improve the treatment. 
We improve the treatment journey.

A prescription is not as simple as a piece 
of paper. For patients navigating their 
prescription journeys, the road remains 
as rocky as ever. Opaque administrative 
burdens for patients and providers often 
create unnecessary and frustrating 
hurdles—a scenario that’s all but 
guaranteed when specialty medications 
are involved. 

Prescribing and approval processes drain 
time and resources for both providers and 
patients. Creating a seamless, streamlined 
infrastructure is imperative to provide the 
kind of critical patient support that results 
in speed to first fill and adherence, but 
how do we do that?

A 2021 survey of providers engaged 
through the PDR (Prescribers’ Digital 
Reference) found that 7.4 out of 10 users 
of patient support or hub services report 
high overall satisfaction with them. In 
fact, a majority feel they play an important 
role in helping patients get on therapy. At 
the same time, hub tools that offer ease 
of use and convenience mean that office 
workflow is significantly improved. 

The survey found that key services 
perceived as helping patients the most 
include managing benefit verification 
and prior authorization (PA) hurdles. We 
know that delaying medication approval 
by even a few hours impedes patient 
access to treatment and increases the risk 
of abandonment. It’s also imperative to 
give patients direct access to support and 

information outside the provider’s office—
it’s a big win to connect the patient with 
expert help that doesn’t drain provider 
resources. Combining hub services with 
a program like Copay ePA is a powerful 
way to get medication into the hands of 
patients quickly while the complicated PA 
process is handled behind the scenes.  

Copay ePA is triggered by rejected claims 
from our copay adjudication network. 
The first fill is automatically bought down 
by the brand so the prescription can 
be filled. The patient receives their first 
dose, allowing the provider’s office to 
complete the PA without concern that the 
patient is delaying the start of therapy. 
Meanwhile, the hub pulls together 
information required to complete the PA. 
The provider’s staff submits the necessary 
information and our patient services team 
will continue to follow up with the payor 
until a PA decision is made.   

The bottom line? To speed a patient’s 
time to therapy you must meet them, and 
overburdened providers, right where they 
are. Partner with a solutions provider that 
architects powerful hub programs with 
smart solutions, has proven results and is 
known for delivering the kind of valuable 
data-based business insights that help 
pharmaceutical manufacturers plot their 
path forward with a drug brand. 

To learn how you can partner with ConnectiveRx, 
visit ConnnectiveRx.com/connect

Ease Patient and Provider Experiences by 
Combining Hub Services and Copay ePA 

https://www.connectiverx.com/
https://www.connectiverx.com/
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While the prospect of a cancer diagnosis understandably brings a range of emotions for 
everyone involved, there is considerable excitement throughout the oncology sector. Such 

optimism is being driven by breakthroughs in advanced therapy options and improved overall clinical 
outcomes in terms of progression-free survival across many different types of cancer. Ongoing 
efforts to both optimize trial enrollment and improve prescribing through the strategic use of 
genomic profiling, growth in the use of oral versus traditional infused oncology agents, and initiatives 
to address persistent diversity gaps and information gaps in the traditional randomized controlled 
trial (RCT) process also herald a bright future in this space.

At the same time, there is growing appetite among drug 
developers and regulators for gathering real-world data 
(RWD) that is collected outside of a clinical trial and analyzing 
or modeling it to create actionable real-world evidence (RWE). 
Regulators are increasingly receptive to using such findings in 
regulatory decision-making.

Cancer by the numbers
According to a December 2021 report from IQVIA, 

oncology is the therapeutic category that is forecast to grow 
the fastest, by a 9% to 12% compound annual growth rate 
(CAGR) through 2026. This increase is being propelled by 
significant development of therapeutics and expanded treatment 
indications, despite offsetting the growing use of biosimilars and 
other exclusivity losses. 

Oncology therapies represented 37% of the overall drug-
development pipeline in 2021, with 2,226 products currently 
in clinical development, according to IQVIA. The majority 

of therapies in the cancer pipeline (75%) involve some type 
of targeted therapy (that is, based on a predictive biomarker), 
and 42% (930 products) are aimed at treating rare cancers, says 
Murray Aitken, senior vice president and executive director, 
IQVIA Institute for Human Data.

Meanwhile, clinical trial activity—a good bellwether of the 
health of the oncology sector—also remains robust, despite 
ongoing disruptions caused by the COVID-19 pandemic. 
According to IQVIA, oncology trials accounted for 13% of the 
industry’s clinical trial subjects in 2021 (a 15% increase over 
2020). New cancer trials that began in 2021 required 300,000 
study participants, up from 150,000 a decade ago, and the 
number of oncology trial starts reached historically high levels 
in 2020 (1,600 starts)—up by 70% from 2015.

Despite this collective activity to pursue novel oncology 
treatments, drug developers still face stiff headwinds. “We 
calculate a composite success rate of just about 5% for all cancer 
drugs,” says Aitken. “While that may sound discouraging, it 

Oncology Innovation:  
Optimism & Obstacles
Ongoing challenges—ranging from the growing complexity of today’s advanced 
therapy options, to inherent shortcomings in the clinical trial process, to ongoing 
adherence challenges and more—must be reconciled to ensure both clinical and 
commercial success throughout cancer care

SUZANNE SHELLEY, CONTRIBUTING EDITOR

http://www.PharmaceuticalCommerce.com
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really underscores the complexity and explosive growth in 
scientific innovation in oncology. The relatively low success 
rate is truly a reflection of the appetite for greater scientific risk 
companies are willing to take on.” 

In its most recent R&D report, IQVIA says that the next-
generation therapies (cell-and-gene, mRNA, immunotherapies 
and others) “are increasingly being pursued and are creating 
opportunities for enormous growth,” notes Aitken. “Collectively, 
these therapy classes are still relatively small, but a huge amount 
of investment is happening now, so it’s a really exciting time.”

While the overall approval rate is low, over the past five years, 
62 novel oncology therapies have launched in the US—approved 
for 130 different indications across 24 different tumor types 
(bringing the total to 169 over the past decade). Rare cancers 
represent the majority of recently approved treatment options, 
with 16 of the launches in 2020 receiving an orphan designation. 
“When we look at the pipeline to predict what will emerge over 
next five years, the future will be even more exciting—and also 
more crowded and competitive,” says Aitken.

Meanwhile, global spending on oncology drugs reached 
$164 billion in 2020 (increasing at a CAGR of 14.3%). IQVIA 
projects that global spending on cancer therapies will reach 
$269 billion by 2025, even as growth rates are expected to slow 
to about 10% a year.

Biomarker-directed therapies  
and genomic testing

From a clinical standpoint, biomarker-directed therapies 
are heralded for their ability to improve prescribing efficacy, 
help to predict a patient’s response to therapy, drive improved 
clinical outcomes, help patients to avoid treatments that are 
unlikely to have a positive clinical impact, and help payers to 
avoid paying for such suboptimal treatment options. Predictive 
biomarker testing is now required or recommended for 79 
approved oncology drugs in the US—double the number in 
2014, according to IQVIA. 

While the list of identified biomarkers grows every year, 
“the industry still needs to fine-tune its understanding of which 
biomarkers are actually oncogenetic drivers and correlate those 
to clinical outcomes, and this remains challenging,” explains 
Jennifer Harris, vice president, clinical development and head 
of the oncology scientific strategy and innovation team for 
Syneos Health. “We work with a lot of smaller companies 
that are entering the oncology arena, and it’s the rare trial that 
doesn’t have a robust, exploratory biomarker aspect to the trial 
program, often as early as Phase I. That’s grown a lot over the 
past five to 10 years.” 

Harris also points out that biomarker-directed therapies 
tend to command premium prices because the biomarker 
requirements mean there will be fewer potential patients 
and thus a smaller overall market. Nonetheless, “the higher 
likelihood of clinical benefit associated with biomarker-directed 
oncology agents also increases the probability of clinical trial 
success, which, in turn, increases adoption rates of payers and 
prescribers,” adds Bruce Feinberg, DO, chief medical officer for 
Cardinal Health Specialty Solutions. As the saying goes—there’s 
nothing more expensive than a drug that doesn’t work.

“Payers are rapidly embracing genomic profiling as a cost-
effective strategy. I think the more pressing barriers today are 
logistical and educational,” continues Feinberg. For instance, 
one of the important questions in the oncology sector today 
is what is the best strategy for carrying out genomic testing—
should such testing be carried out on an ad hoc basis, only after 
an initial diagnosis has been made? Or should we, as a society, 
begin to move toward routine, large-scale, panel screening to 
identify many genetic mutations in all patients?

“Broad molecular testing will—and should—become more 
widespread,” says Marcus Neubauer, MD, chief medical officer, 
The US Oncology Network, which is supported by McKesson. 
“Cancer is a devastating disease and treatment is very expensive, 
so knowing the cancer molecular profile can improve outcomes 
and direct therapy, which reduces costs by avoiding ineffective 
therapy.” But he adds that “the explosion of new information 
around biomarkers is difficult for oncologists to keep up with, 
and inconsistent reimbursement for testing remains an issue.”

All stakeholders are struggling with how to best execute on 
this objective. “If we begin carrying out widespread, panel-type 
testing for many biomarkers, what is the patient supposed to 
do with the information—live their whole life in fear?” says 

Credit: American Cancer Society, Cancer statistics 2021.
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Harris. “We have to better understand which biomarkers are 
really oncogenetic drivers, and I don’t think we’re there yet. 
Payers are understandably more reluctant to pay for testing if 
the information yields no actionable options.”

Tissue-agnostic therapies—the holy grail  
in oncology

One particularly promising opportunity in oncology is the 
ongoing evolution of so-called tissue-agnostic therapies—
whereby a single therapy is able to gain regulatory approval 
across multiple oncology indications, “because the drug targets 
the presence of a particular specific biomarker—irrespective 
of which organ system carries the malignancy,” says Neubauer.

Perhaps the best example of a tissue-agnostic oncology therapy 
is Keytruda (pembrolizumab), an immune checkpoint inhibitor 
from Merck. Essentially, Keytruda’s success has been based in part 
on the fact that testing for the protein PD-L1 can identify patients 
regardless of where the cancer originated, Neubauer explains. 

Since its initial approval by FDA in 2014, Keytruda is now 
approved for use in 18 different oncology indications in cancers 
that express PD-L1, making it a blockbuster drug—something 
that doesn’t happen often in oncology. In fact, according to 
Merck, 2021 sales data for Keytruda topped $17.2 billion, up 
20% from the year before.

A second tissue-agnostic oncology therapy—Vitrakvi 
(laretrectinib) from Bayer and Loxo Oncology—hasn’t 
enjoyed the same commercial success. First approved by FDA 
in November 2018 to treat patients whose tumors are caused 
by chromosomal mismatch neurotrophic receptor tyrosine 
kinase (NTRK) gene fusions, Vitrakvi is now approved for 
use in a growing number of cancers, including lung, thyroid, 
gastrointestinal cancers, and others. However, despite its clinical 
success, Bayer has said it continues to struggle to identify patients 
who have the rare genetic mutation that would make them 
eligible for it.3 And Bayer doesn’t report Vitrakvi sales separately.4

Aitken of IQVIA says: “We are tracking about 100 drugs that 
have the potential to be tissue agnostic in clinical development 
right now. If they succeed, this will provide further impetus for 
appropriate testing—and science-based cancer care—taking 
more of the guesswork out of cancer care.”

Oral oncology options: The pros and cons
In recent years, ongoing advances in the field of oral 

oncology—whereby therapy options are now approved in 
pill form—have continued to drastically alter the landscape. 
The convenience of at-home administration of oral oncology 
medications cannot be overstated, as an alternative to regular 
trips to a clinical setting for intravenous infusions of traditional 
oncology drugs. Oral oncology agents are now available in 
breast cancer, leukemia, colorectal and renal cancers, multiple 
myeloma, lymphoma, prostate cancer, and more. More than 
60% of the new active substances in cancer are available as oral 
formulations, according to IQVIA.

However, oral oncology regimens create specific challenges 
for patients and providers. “These range from affordability 
issues, to challenges for providers (to navigate the complexity 
of competing oral therapy options), to adherence (once patients 
must manage their drug regimens at home versus in a traditional 
acute care in a clinical setting), to challenging dosing regimens 
and safety issues that may not be recognized quickly enough 
by patients at home,” explains Mark Alwardt, vice president of 
medically integrated dispensing for McKesson.

A variety of focused support programs and wraparound 
services have begun to emerge to help patients manage the 
challenges of oral oncology therapies and improve the odds of 
success. At a basic level, this includes basic telemedicine options 
and apps that can potentially help patients to manage complex 
dosing regimens, remain on therapy, and manage safety issues 
and adverse events.

“We are using artificial intelligence (AI) and machine 
learning (ML) technologies to more accurately help predict or 

COVID-19: Disruptions Will Create 
Long-Term Impacts in Oncology

Pragmatic choices that were made early on to curb the spread of 
COVID-19—including the imposition of strict lockdown rules and 
limited access to physicians in clinical settings—continue to cast a long 
shadow across the oncology landscape. Over the past two years, patients 
everywhere have skipped or postponed routine screenings, delaying 
diagnosis, treatment, and surgery. Delayed chemotherapy was reported 
by 38% to 47% of oncologists across the countries studied by IQVIA.

According to IQVIA,6 oncologists in the US, Japan, and Europe 
reported caseloads that were 26% to 51% lower than pre-pandemic lev-
els. By the end of 2020, necessary treatments and screenings for breast, 
cervical, colorectal, and lung cancers were 11% to 23% below baseline 
levels from the prior year—translating to 22 million fewer screening 
tests for these types of malignancies, and, based on normal positive 
cancer diagnosis rates, 67,000 delayed or missed diagnoses in 2020. 

“Community oncologists in the US are already reporting an in-
creasing share of their new patients presenting with metastatic can-
cer, says Murray Aitken, senior vice president and executive director, 
IQVIA Institute for Human Data. “When patients present more 
advanced disease at diagnosis, the outcomes tend to be poorer.”
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enhance the opportunities for medication-support programs 
to promote adherence for administration of oral oncology 
medications at home,” says Janmejay Singh, associate director, 
decision science, Axtria. “For instance, we have designed drug-
adherence estimation analyses based on algorithms that can tell 
us what drivers will and will not keep cancer patients on their 
medications at home, and score these drivers based on drug 
adherence or non-adherence.” Such insights can inform nursing 
and specialty pharmacy initiatives, helping them to target the 
right patients at the right time to help them remain on therapy.

Meanwhile, to support patients and oncology practices, 
several pharmacy benefit managers (PBMs) have recently 
launched initiatives that are focused on addressing the challenges 
in oral oncology, notes Alwardt. For instance:

•  IntegratedRx, a progressive oncology network co-developed 
by Prime Therapeutics in collaboration with McKesson, 
is providing holistic patient care to reduce time to therapy, 
improve adherence, and streamline any therapy adjustments.

•  Optum recently launched Specialty Fusion, a real-time 
medical and pharmacy tool that gives providers therapy 
guidelines and recommendations, benefit coverage 
information (medical and pharmacy), cost information, and 
manufacturer-assistance programs.

•  Highmark recently launched Free Market Health (FMH), 
a new specialty pharmacy model to streamline drug 
authorizations and referrals for providers; it offers a process 
for pharmacies to submit bids to fill prescriptions versus 

having exclusive contracts, and for participating pharmacies 
to earn additional value-based reimbursement.

Alwardt notes that “Oncology providers are also making 
investments to build integrated dispensaries and pharmacies 
that support the broader use of oral oncology drugs, based on 
a concept called medically integrated dispensing (MID), that 
focuses on quality systems and accreditation, patient-reminder 
notifications, and integrated patient education and medical 
care management.” 

Clinical trial design: Addressing  
key shortcomings

There are currently 400,000 active trials underway across 
the globe, with nearly 2,400 of them addressing various 
cancers. However, a persistent lack of diversity in clinical trials 
is a big problem throughout the pharma/life sciences sphere, 
and it is a particularly big issue in oncology. “It’s becoming 
readily apparent that RCTs are inefficient, costly, and not 
representative, as 90% of the population of patients with cancer 
do not participate,” says Cardinal Health’s Feinberg.

“As a result, the findings emanating from such trials are 
limited and often lack critical data related to health outcomes 
and social determinants of health (SDOH) of diverse patient 
subpopulations, says Jenny Sherak, SVP and president, 
specialty physician services, AmerisourceBergen. “These trials 
provide access to innovative therapies that aren’t available 
yet for widespread use and offer hope for patients who 

Credit: Catalin/stock.adobe.com

http://www.PharmaceuticalCommerce.com


IN  FOCUS

12 \ Visit our website at www.PharmaceuticalCommerce.com  \  04.2022

have exhausted all available treatment options. However, 
clinical trial enrollees are often not reflective of the diverse 
patient populations that are in most need of the therapeutics 
being studied, and the benefits of clinical research tend to 
disproportionately favor white, male patients.”

To address the inequities, “you really need to get to the root 
cause of why so many clinical trials aren’t truly diverse today,” 
notes John Doyle, DrPH, group vice president and principal 
scientist for Exponent, Inc., and adjunct assistant professor at 
Columbia University’s Mailman School of Public Health. “It’s 
not as simple as setting targets to enroll specific population sub-
groups in specific proportions. That’s a good start, but you also 
have to understand and overcome the intrinsic barriers.”

Contributing factors, such as a lack of local trial availability, 
restrictive eligibility criteria, transportation issues, medical 
mistrust, and stigma associated with clinical research, can 
deter or inhibit trial participation. Particularly challenging is 
the lingering misunderstanding as to the intent and structure 
of clinical research among some potential participants, 
notes Robert L. Coleman, MD, chief scientific officer for US 
Oncology Research (McKesson). 

To address this common misconception, Harris of Syneos 
Health says: “It’s important for stakeholders to develop 
improved messaging to convey that when patients are enrolled 
in an oncology clinical trial, they get the standard of care plus 
the investigational agent, so they are not losing any time.” 

Similarly, efforts to partner with the entire community—
not just to reach out to individual patients—can help to build 
trust and increase the likelihood that potential participants 
will become aware of the trial opportunities and be more 
willing to enroll, adds Feinberg.

Coleman believes that when more opportunities are 
accessible for frequently disenfranchised populations, “you 
see an immediate positive effect. And importantly, increased 
diversity enables better extrapolation of the trial findings as 
to how the agent or intervention will perform after receiving 
approval,” he says.

Currently, around 85% of patients with cancer are treated in 
a community setting, rather than in a large academic hospital-
based setting, yet only 3% of those patients are enrolled in 
clinical trials, according to Sherak of AmerisourceBergen. 
“Through our ION Solutions network, which works with 
roughly 60% of community oncology practices across the 
US, we are helping community practices to identify qualified 
patients and connect them with clinical opportunities they 
might not otherwise have access to,” she adds.

Another way to expand trial diversity would be to expand 
the eligibility criteria, which, by design, often excludes 
participants with comorbidities. “This is a major concern given 
racially marginalized groups often have a greater likelihood 
of experiencing one or more underlying conditions due to 
historical health and economic challenges, says Sherak. “If an 

The potential impact of the COVID-19 pandemic on future cancer outcomes.  
Credit: American Cancer Society, Cancer statistics 2021
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investigational therapy, once approved, will be used among 
a broader patient population, it’s advantageous to expand 
eligibility criteria to include those with coexisting health 
conditions during the trial process.”

Decentralized clinical trials on the rise
As an alternative to the traditional RCT model, decentralized 

clinical trials (DCTs) are carried out by in multiple, localized sites, 
often aided by telemedicine and a network of local participating 
physicians. Patients in rural areas, in particular, can benefit from 
DCTs, as they do not require close proximity or frequent travel 
to large academic research institutions, notes Sherak. 

“The purpose of decentralized clinical trials is to develop 
a more representative data set that reflects patients in the real 
world by reducing barriers and broadening the pool of eligible 
candidates,” adds Feinberg.

While the DCT may increase the initial management 
burden for drug companies because there are more nodes in 
their research network to activate, it also creates a faster, more 
nimble network that can generate more valuable, real-world 
data, explains Doyle of Exponent. “When there are dozens of 
sites in a decentralized clinical research program, trial sponsors 
can continually learn and gather real-time insights and share 
that with the other nodes, and they can use advanced AI and 
ML techniques to recognize signals earlier to improve efficiency 
and effectiveness of the clinical trial program,” he says. 

Real-world data and real-world evidence 
in oncology 

Doyle also points out that RWE provides an important option 
for closing the information gap between what’s been studied in 
the trial environment and what is happening in real-world 
prescribing situations, particularly with regard to the health-
economic impact of competing treatment options. “Oncology 
is leading the charge with regard to RWD/RWE studies because 
of the overarching budget impact in terms of both the size of the 
population and the high cost of therapy,” he says.

“Retrospective studies have been carried out for a long time, 
but there are numerous opportunities to collect and study 
valuable RWD from multiple sources and create actionable, 
data-driven RWE from it,” adds Nicholas Robert, MD, chief 
medical officer for Ontada, McKesson’s oncology RWD and 
evidence business. “But it is challenging because inconsistent 
data quality remains a big concern that can undermine the 
evidentiary value of the findings.” 

When extracting data from an EHR system, there needs to 
be a serious, detailed process to verify that the collected data is 

correct if it is to have any value. Even more challenging are the 
requirements to collect and use unstructured data from progress 
notes, pathology data, medical imaging, and more. “Consistent 
guidelines and common templates must be used to extract 
relevant data from unstructured sources in order to ensure 
uniformity and reproducibility of the results,” says Robert.

“In recent years, regulators have come to appreciate the 
ability of RWE to complement—not replace—clinical trial data,” 
adds Doyle. “But we still need to do more work collectively to 
close that gap and to improve generalizability of the available 
data by better representing diverse populations in their 
communities by incorporating SDOH.” 

Harris believes that within the oncology setting, it’s not 
fair to randomize patients to receive the standard of care plus 
placebo, or the standard of care plus the investigational drug to 
prove that the drug being evaluated works. “As an alternative, 
we can create RWE studies to develop synthetic control arms 
to study existing data on patients who have already been on 
the standard of care alone (as a virtual alternative to an actual 
trial arm that would study the standard of care plus placebo), to 

Illustration of cancer cell traveling through the bloodstream.  
Credit: Sipgus/stock.adobe.com 
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augment the clinical trials that focus on giving trial participants 
the standard of care plus the investigational therapy,” she 
explains, noting that the FDA has been increasingly receptive 
to this approach.

Such external control arms provide another mechanism for 
addressing the diversity shortcomings of today’s clinical trials 
by allowing outcomes to be assessed in specific patient sub-
populations that were not enrolled in the original trial, adds 
Feinberg of Cardinal Health. 

Robert notes that RWE studies have yielded first-line 
approvals from FDA, approvals for additional indications for 
an existing therapy, approved label changes related to dosing 
regimen, and independent confirmation of clinical trials. In 
fact, over the past decade, RWE has been used in the new 
approval or expanded use of existing drugs 31 times, including 
11 drugs in 2021, according to IQVIA, signaling growing 
receptivity at FDA. Synthetic control arms have also been 
used to approve six drugs over the past six years (not all in 
oncology), based on data from registries, EHR systems, or 
literature reviews.

There are also exciting inroads being made in the way AI 
and ML can be used to derive RWE insights from RWD in 
oncology, particularly to address patient adherence challenges, 
notes Singh of Axtria. In a recent example, Axtria conducted 
a deep analysis using these technologies to help determine 

the probability of whether chronic lymphocytic leukemia 
(CLL) patients would continue or stop taking their specific 
targeted therapy over a longer-term based on the impact of 
the comorbidities they had. “We used a number of advanced 
data-analytics and machine-learning techniques that helped 
us identify the most important factors that could be attributed 
to a patient’s discontinuation of their therapy,” explains Singh. 
“These types of analyses could help enhance communications 
from drugmakers to physicians, to help them take effective 
steps to manage a patient’s disease burden.” 

Another use of AI and ML-based analytics has been to 
design studies that can identify patient pools that are most 
eligible for a promising new cancer therapy when the product 
is launched on the market. “Such an application of advanced 
data-analytics techniques involves identifying ‘look-alike’ 
patients based on key patient behaviors and patient-history, 
medical-journey patterns that then assigns an ‘importance’ 
score to these factors,” says Singh. “Such insights can help to 
pinpoint the best opportunities for drugmakers to educate and 
communicate with healthcare providers, and create precise 
field force-detailing plans about the therapy, based on the 
probability of patient adoption.”

IQVIA forecasts that more than $300 billion will be spent 
on cancer medicines in 2026. “When we look back periodically 
and reflect on what was in the pipeline, what’s come out of the 
pipeline, and the uptake of the new drugs and improvements, 
we can see what a remarkable journey we’re on, and the 
scientific advances will keep that progress moving forward for 
at least the next decade,” says Aitken.  
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Industry-sponsored patient support programs have become an essential “lubricant” for 
coordinating care of patients with complex medical needs. By bringing together the drug 

developer with the healthcare providers (HCPs) and the payer network, therapies can get to  
patients sooner, with better overall results for all. Especially with complex specialty pharmaceuticals. 
And most especially for the fast-growing field of rare or orphan diseases.

That being said, patient support programs, or hubs, remain 
an underutilized part of healthcare. A 2020 survey from 
Accenture found that only 18% of patients are aware of the 
programs being offered—a number essentially unchanged 
from 2015, when an earlier survey was performed. This is 
despite indications that industry is funneling more funding 
into the programs.

There are two basic problems that account for this lack 
of uptake, according to Anthony Romito, life sciences lead 
at Accenture. One is organizational issues inside pharma 
companies that limit how well the organizations promote their 
services; another is the lack of communication to HCPs of the 
value of patient support. 

On the organizational side, “Most organizations’ hubs are 
either outsourced and operated by a third party, or they sit in 
med affairs or market access” departments, he says. “For brand 
teams, these organizations are not necessarily knitted into the 
DNA of their go-to-market strategies; there are big gaps despite 
increased investment.”

Equally problematic, “Pharma companies have generally 
done a poor job of measuring the clinical effectiveness of 
patient-support programs, and so HCPs have been reticent to 
recommend them to their patients.” However, Romito sees some 
progress here: demonstrating values like reducing time to first 

dose, or improvement in patients staying on therapy, enable the 
pharma companies to demonstrate value to the HCPs.

Romito cites the variety of support programs sponsored 
by AbbVie for its blockbusting Humira treatment (currently 
the most valuable drug in the world, with sales of $20.7 
billion) as an industry pacesetter. “AbbVie has been diligent 
in demonstrating longer-term patient retention and better 
outcomes through its support programs,” he says. The equation 
is simple: provide the service, measure the outcome, and 
communicate to HCPs.

Even so, industry appears to be moving in the opposite 
direction when it comes to close coordination of patient-
support services and product management. Helio Health 
Group, a consulting firm, has surveyed the field for five years 
running; its 2021 survey, published in December, showed 
that, when a patient-support program exists inside a pharma 
company, it was placed within the brand/commercial team 
at 37% of pharma companies in 2017—but only 8% were so 
situated in 2021. (Conversely, there was growth in placement 
in managed markets teams, and dedicated patient-service 
teams.) A major reason for this decline is the difficulty in 
maintaining a compliant program, avoiding such federal 
restrictions on patient-data access, or providing improper 
financial inducements to patients. 

The Pulse of Rare 
Disease Support 
Biopharma sponsorship of patient-support programs and treatments for rare diseases 
is growing, but gaps remain 
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There is a higher likelihood 
of clinical trial success,  
for example, with Phase III, 
CAR-T programs

Beyond prescriber paperwork
The ”classic” (circa five to 10 years ago) hub program was 

focused on moving patients through the obstacle course of 
paperwork for getting a prescription and getting it reimbursed. 
The process often starts with a benefit verification (BV) process to 
determine insurers’ policy on a drug or therapy. Payers’ use of prior 
authorization (PA) procedures require physicians to complete 
sometimes complex diagnostic evaluations, and symptom 
descriptions. Payers can also require so-called step edits that call 
for trying a variety of other treatments (usually, the less expensive 
ones) before the physicians’ preferred choice is permitted. 

All these complexities are magnified for many rare diseases 
which, as Jan Nielsen, division president for patient support 
solutions at AssistRx, says, can take upwards of six to nine 
years to correctly diagnose. Testing that might originate with 
a patient’s primary care physician can itself require a fight with 
an insurance program’s benefit structure. 

For the most part, patient-support providers have built 
information technology (IT) tools and databases to handle 
the paperwork, so now there are eBV and ePA resources to 
be used either by physicians or by the hub providers to assist 
physicians’ offices. Similar programs are in place for copay 
analysis and availability, and in some cases, patient assistance 
programs sponsored by manufacturers. (These have their own 
requirements for financial disclosures, and might have only 
limited durations during the patient journey.) 

So-called “hub-light” programs pretty much start and stop 
with these digital services (perhaps with some in-person call- 
center activity included). But for complex pharmaceuticals, 
and especially for the newly establishing field of cell and gene 
therapies (CGTs), many more services are wrapped around 
the prescription. “There are between 5,700 to 6,000 preclinical 
and clinical assets that are being developed globally in terms 
of CAR-T and inclusive of gene therapies,” says Maria Kirsch, 
GM and head of patient services at Eversana. “This will be a 
massive wave of the most powerful therapeutic modality in 
the history of our industry that will address some of the most 
severe unmet needs for cancer patients, rare disease patients, 

and other patients who are, unfortunately, on their last hope of 
treatment, as they have failed other treatments.  

“Taking that a step further,” she adds, “We estimate 
approximately 900 assets are in clinical-stage development. 
There is a higher likelihood of clinical trial success, for example, 
with Phase III, CAR-T programs, so hundreds of new CAR-
Ts or cell therapies coming into the market will help patients’ 
lives, but make no mistake, there will be major implications 
and a significant amount of overhaul to our healthcare systems 
globally, to be able to absorb the clinical impact, operational 
impact, and financial impact of these therapies.”

Eversana supports seven exclusive rare disease products, 
according to Kirsch, “all with patient-service offerings being a 
critical component.” For companies like Eversana and others, 
patient support in rare diseases often involves coordination with 
family caregivers, in addition to the interactions with providers 
and payers. An estimated 60% of patients with rare diseases 
are under the age of 18, and a high proportion of such diseases 
involve chronic care. “We are often working with parents or 
caregivers to coordinate therapy, schedule adherence plans, and 
coordinate life coaching for major life events like starting school, 
going to college, or starting a family,” says Kirsch. “Through 
education and close connections with patients, we are able to 
anticipate challenges they may have, such as dietary restrictions, 
and provide them with the skills to overcome them.”

By contrast, the appeal of many of the CGTs—commercial 
or in clinical-stage—involve what amounts to a “one-and-done” 
procedure (at least, this is the promise of many of them). Once 
a patient’s cells have been collected, manipulated at a cellular or 
genetic level, and reinfused, the potential for a near-complete 
cure of a cancer or birth defect is high. Getting the patient to 
that point, however, can require travel accommodations (since 
many of these therapies are available only at selected medical 
centers), multiple trips, and—most significantly—long-term 
follow-up to ensure that the therapy is permanent.

“Give credit to Novartis for getting an OIG (Office of 
Inspector General of HHS) ruling that allowed low-income 
Kymriah patients to have their travel and related services 
legally reimbursed,” says AssistRx’s Nielsen. This occurred 
in early 2021; Kymriah, one of the first commercial CGTs, 
nominally costs $475,000 per patient. For support programs like 
these, AssistRx enables patients to be quickly reimbursed via 
e-banking services like Zelle or PayPal.

Mention of the HHS OIG highlights the line patient support 
providers must constantly adhere to, because poorly monitored 
practices can lead to serious HHS violations. Helio Health, which 
runs the aforementioned survey, notes that manufacturers have 
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been increasing their oversight of nurse educator practices and 
awareness of patient privacy requirements, while reducing their 
support of some patient assistance programs (which provide 
direct financial support). Caution is the watchword.

Clinical to commercial
It’s hard to say whether the pharma industry’s emphasis 

on CGTs is influencing patient-support providers to get into 
clinical trial engagement, or whether those providers’ growing 
expertise is being better appreciated by clinical trial managers, 
but the upshot is that there is substantial value in providing 
patient support during trials, and business is growing for those 
providers. This trend has also been boosted by the pandemic, 
which drove many clinical trials into a decentralized, remote-
services version.

“Over the past 18 months, we’ve become engaged in about 
a half-dozen programs,” says Nielsen. The main driver is trial 
patient retention. “Especially for some rare diseases with 
limited trial populations, the need to keep patients in the trial is 
critical,” she adds. “Service providers like us provide adherence 
nurse educators, helping remote patients with complex 
diagnostics and drug-delivery devices, or complicated drug 
regimens. We’ve become the 24/7 hotline for trial patients.”

In a February announcement, Eversana debuted a data-
driven service for clinical researchers by partnering with Thread, 
a provider of decentralized clinical trial management and clinical 
outcome assessments (eCOA). The company will combine 
its commercial capabilities in linking real-world data and 
electronic health record (EHR) data with Thread’s, thus enabling 
“continuous active, passive, retrospective, and prospective data 
collection with patient consent and identity security as central 
tenets,” according to Eversana. Another Eversana partner, 
Datavant, provides patient privacy and security.

“In the evolving world of real-world data, registries, and 
clinical trials, it has become increasingly likely that a patient 
could end up participating in all three through the course of 
their care journey,” says Eversana’s Kirsch.

The clinical-to-commercial spectrum could have important 
benefits for winning over HCPs by the time a drug is approved. 
Accenture’s Romito says that the ideal entry point for getting 
patient-support programs engaged is in Phase II of a drug trial. 
“Today we have long lag between measuring the clinical value 
of the drug and the impact of the patient support service,” she 
notes. “There are untapped opportunities to have collaboration 
between the clinical development team and the commercial 
development team. We’re seeing more of this in the CGT space, 
with less walls between two organizations.”

Put it all in the cloud
There are unplumbed opportunities in bringing advanced 

digital technologies, some of them cloud-based and utilizing 
artificial intelligence, to better serve patients and the clinical 
research organizations driving for drug approvals or for payer 
acceptance. Accenture has rolled prior work in digitizing 
patient services into a broader, cloud-based platform it calls 
Intient. Eversana has a “next-generation” patient-services 
platform called Actis Patient Relationship Management, which 
promises to use predictive analytics and behavioral science to 
improve the patient experience. 

Another approach is from AiCure, which offers expertise 
in what it calls “digital biomarkers” of patient condition. It 
started out being able to confirm a patient taking a clinical 
trial drug dose by having the patient do a video recording of 
the act with the patient’s smartphone. More recently, it has 
developed methods to observe patient condition for diseases 
such as Parkinson’s to assess whether in-person intervention 
is needed. While the technology has been used mostly during 
clinical trials, “We are in discussions with patient support-
groups to engage with them,” says Rich Christie, MD, PhD, 
chief medical officer of AiCure. Most recently, it has partnered 
with Science 37, a clinical trial IT provider, to monitor patient 
condition for those suffering from depression.

Yet  another  approach is  be ing  championed by 
BrightInsight, which offers a compliant, cloud-based platform 
with which to combine apps, devices, companion diagnostics, 
and other resources for remote patient support. A showcase 
example is a partnership with CSL Behring for the latter’s 
Hizentra (immune globulin subcutaneous) drug, used for 
the rare diseases primary immune deficiency or chronic 
inflammatory demyelinating polyneuropathy. These serious 
conditions require patients to self-administer Hizentra 
multiple times daily. The BrightInsight platform enables CSL 
Behring to provide a smartphone app to manage infusions, 
get reminders, and record and share their infusion journal 
with their doctor.  
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There is no question about the incredible clinical impact cell 
and gene therapies (CGTs) can have on the lives of patients. 
However, this impact is the result of innovation that does 
not equate to a simple, straightforward commercialization 
process. The commercialization and management 
requirements of these treatments are just as complex as 
their innovative science. Commercialization of cell and gene 
therapies is significantly more challenging compared to 
traditional biopharma products. Faruk Abdullah, head of 
U.S. Consulting, EVERSANA, and Maria Kirsch, SVP & head 
of Patient Services, share insight on building the future 
commercialization model designed specifically for cell and 
gene therapies.

PHARMACEUTICAL COMMERCE: What are your perspectives on the current cell and gene 
therapy environment? 
ABDULLAH: The environment is continuing to shift dramatically, as a couple of generations of cell 
therapies are already established—we are on generation three of what these cell therapies look like in 
the environment. So first, there are a lot more cell therapy development programs being established, 
thanks to a tremendous amount of funding and research. Second, the commercial environment in 
terms of conditioning payers and providers is slowly but surely starting to change as well. There’s still 
a lot more that needs to happen to get an entire global healthcare system more oriented to these 
complex therapies, but we do see the starting point of that happening, thanks to some pioneering 
manufacturers who’ve taken the first step to launch in commercializing these therapies. 

PHARMACEUTICAL COMMERCE: What are the key differences between cell and gene 
therapies and traditional therapies? 
ABDULLAH: There are a few different dimensions here in terms of not only how much difference 
there is but the magnitude of difference. First, it’s no surprise the clinical complexity of these 
therapies is a magnitude different from small molecules and even, arguably, different from biologics. 
Genetic sophistication in terms of re-engineering a variety of different types of T-cells and natural 
killer cells is more complex but to a certain extent uncertain as to what that will look like for an 
ongoing disease or a patient. There is an argument that clinical complexity improves the certainty 
of therapeutic impact because of how tailored these therapies are. But again, there’s so much more 
to be discovered in terms of side effects, cytokine storms, etc., that are the downstream implications, 
and until we get real-world data for a substantial time, we won’t know the answer. 

Second, the entire aspect of engagement and education is different, and informing a more complex 
set of stakeholders involved with diagnosing, treating, and administering cell therapy is, again, 

Planning for the Complexities of Cell and Gene 
Therapy Commercialization a magnitude different from a traditional biopharma commercialization 

approach. The education requirements and the details of what is needed 
from a manufacturer to help inform and build capabilities at hospital 
providers and other organizations is another key distinction. 

Third, as mentioned, the operational or logistical aspect of cell therapy is 
a great departure from traditional biopharma commercialization. From 
manufacturing and forecasting capacity to developing patient-specific 
products that have to be shipped with 100% accuracy and then delivered 
with no error rate—that burden of performance is on a level no biopharma 
manufacturer has seen before. 

And lastly, the support and engagement from a patient standpoint is a 
departure from traditional biopharma commercialization. 

PHARMACEUTICAL COMMERCE: Can you discuss the wave of cell and 
gene therapies that may be coming into the market? 
ABDULLAH: The numbers change weekly, but we estimate there are 
approximately 5,700 to 6,000 preclinical and clinical assets that are being 
developed globally in terms of CAR-T, inclusive of gene therapies—a massive 
wave of the most powerful therapeutic modality in the history of our industry 
that will address some of the most severe unmet needs for cancer patients, 
rare disease patients, and other patients who are, unfortunately, on their last 
hope of treatment, as they have failed other treatments. 

Taking that a step further, we estimate approximately 900 assets are in 
clinical-stage development. There is a higher likelihood of clinical trial success, 
for example, with phase III, CAR-T programs, so hundreds of new CAR-Ts or 
cell therapies coming into the market will help patients’ lives; but make no 
mistake, there will be major implications and a significant amount of overhaul 
to our healthcare systems globally to be able to absorb the clinical impact, 
operational impact, and financial impact of these therapies. 

PHARMACEUTICAL COMMERCE: What are the potential implications for 
patients, payers, and providers? 
KIRSCH: Personalized medicine is a complex environment. Imagine what 
patients are experiencing as they are trying and failing therapies—these 
are the sickest of the sick patients. Their caregivers watch them go through 
many stages of their disease progression, and they finally may go through a 
personalized course of therapy that is difficult for them to encounter. And the 
way they access these therapies is through a referral from their community 
oncologists, but they have to go to certified sites of care that may be far from 
where they live. A patient support program is so critical to accessing this 
therapy. These programs provide support to patient access, working with the 
payers, etc., but it’s so much more. 
 

Additionally, we have patient support navigators who help patients and 
their caregivers coordinate travel to the site of care, including airlines, hotels, 
coordinating healthy food solutions through DoorDash or Uber Eats. It is an 
empathetic voice from their nurse to help them get through their experiences 
every day, and not just the patient, but the patient’s entire family. That same 
empathetic voice is working directly with their doctor, the site of care, and 
their community oncologist, so they don’t lose sight of what is happening 
to the patient. We hear stories over and over about how meaningful the 
emotional support is—it should not be taken lightly. It helps these patients 
get through this difficult time. And ultimately, these personalized therapies 
are such a blessing for patients because we hear stories time and again that 
their cancer has been eradicated, that they’re in remission, and it is such an 
amazing thing for the patients and their families. 

PHARMACEUTICAL COMMERCE: What are the opportunities for 
redefining commercialization for cell and gene therapies based on the 
unique requirements for these therapies? 
ABDULLAH: As we mentioned, all the complexity and challenges serve as 
natural functions to elevate the linkage and bond across manufacturer, 
provider, payer, and patients. We are optimistic about being able to 
find a stronger linkage of communication, information exchange, and 
support across stakeholders and constituents so they can operate more 
collaboratively as we think about diagnosing, delivering, and managing these 
diseases and therapeutics in a much more personalized way. A more one-on-
one in-depth way is an opportunity for us.

The other opportunity is related to how we think about technology and 
operational excellence, as we cannot underestimate the logistical aspects 
of the therapy, not just from a manufacturing standpoint, but what patients 
and caregivers are going through when they are receiving treatment and 
then trying to manage the treatment and potential side effects. How can 
we leverage technology, digital communication, and logistical strategy and 
operation process best practices to create a more robust way to sense how 
a patient is managing their disease and how to quickly troubleshoot that 
and make sure the manufacturer, provider, and payer are linked together to 
support the patient?

KIRSCH: When patients access these therapies, they often travel very far, and 
their families have to take weeks out of their lives to travel to a city they know 
nothing about. So, thinking through innovative ways to quickly bring access 
to this therapy, community oncologists, and beyond. 
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There is no question about the incredible clinical impact cell 
and gene therapies (CGTs) can have on the lives of patients. 
However, this impact is the result of innovation that does 
not equate to a simple, straightforward commercialization 
process. The commercialization and management 
requirements of these treatments are just as complex as 
their innovative science. Commercialization of cell and gene 
therapies is significantly more challenging compared to 
traditional biopharma products. Faruk Abdullah, head of 
U.S. Consulting, EVERSANA, and Maria Kirsch, SVP & head 
of Patient Services, share insight on building the future 
commercialization model designed specifically for cell and 
gene therapies.
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killer cells is more complex but to a certain extent uncertain as to what that will look like for an 
ongoing disease or a patient. There is an argument that clinical complexity improves the certainty 
of therapeutic impact because of how tailored these therapies are. But again, there’s so much more 
to be discovered in terms of side effects, cytokine storms, etc., that are the downstream implications, 
and until we get real-world data for a substantial time, we won’t know the answer. 
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While the pharma world has been talking about patient centricity for over a decade, a new 
book points out that executives and companies have only made piece-meal progress on 

this issue and have yet to deliver on their promise to hold the patients’ needs at the center of all 
decisions. Reinventing Patient Centricity, edited and co-written by Hensley Evans, leader of ZS’ 
patient and consumer health practice, and Sharon Suchotliff, who heads ZS’ patient centricity 
work, explores how pharma can move beyond just implementing what they call a “patient-centered 
corporate culture.” The editors and their contributors use real-world case studies, proprietary data 
from a range of studies, and insights from their own experience to offer tangible ways for pharma 
companies to make an impact on patient lives, from initial R&D stages, through to effective clinical 
trials and enhanced patient engagement during treatment.

Before joining ZS, Evans led consumer and patient 
marketing strategy at Saatchi & Saatchi Health and Wellness; 
she also spent eight years leading imc2’s health and wellness 
practice and four years as president of Harte-Hanks Direct 
and Interactive. 

Prior to her role at ZS, Suchotliff led the engagement 
strategy practice at Saatchi & Saatchi Wellness, where she 
was responsible for developing and leading strategic 
marketing across the agency’s pharmaceutical, healthcare, and 
wellness clients. 

As Reinventing Patient Centricity is set for release this 
month (April), Pharmaceutical Commerce sat down with 
Evans and Suchotliff to chart the book’s development and tap 
into their vision for a future where patient centricity is not just 
a buzzword or a hackneyed term but a tenet embedded at the 
heart of the industry. 

Your book is called Reinventing Patient Centricity. 
“Reinventing” is quite a strong word, quite provocative. 
Does patient centricity need to be reinvented, and what 
would that reinvention actually mean?

Evans: The reason we use the word “reinvention” is that 
we did want to be a bit provocative. We’ve been talking about 
patient centricity in the industry for a really long time. I think 
it was 2010 when UCB put on the cover of their annual report 
that they were going to be the leader in patient-centric pharma. 
But our benchmarking studies of where pharma is in terms of 
implementing patient-centric initiatives has shown that no 
one is transformational. Companies are instead making very 
incremental changes, moving their business models toward 
one that’s more focused on delivering to patient needs and 
being patient-value oriented. So, we wanted to issue a bit of 
a challenge to the industry to take more meaningful steps to 

Patient Centricity: 
Banishing Buzzwords
New book attempts to cut through pharma’s patient-centric posturing and start a 
conversation about real, transformational change

JULIAN UPTON
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transform their organizations toward a patient-focused way of 
doing business.

Suchotliff: We looked at patient centricity, how companies 
are actualizing it, based on four dimensions (see chart on 
next page). We’ve benchmarked more than two dozen 
companies over the last few years. As Hensley says, no 
one is transformational. By and large, the industry is really 
foundational. We have seen changes over the last few years, but 
not enough. If we truly believe in patient centricity, we’ve got to 
change the way things are done. And we’re asking, “How might 
we do that? How do we walk away from the buzzwords? How 
do we make this meaningful and real?”

It does indeed feel like we’ve been talking about patient 
centricity for a long time. I’m surprised it’s only 10 or 12 
years. So, we can ask, is that a long time, really? Haven’t 
we had to wait for technological advancements to really 
allow for patient centricity?

Suchotliff: I think technology has a lot to do with it. We 
now live in the “I want what I want when I want it” world. 
That’s been facilitated by personalization, and, of course, 
data and technology have helped to drive that. But there are 
other reasons. There’s the external environment, there are 
also business reasons, in terms of the decline in the return on 
investment of clinical development. And there is the fact that 
specialty and rare diseases, oncology, personalized medicine, 
gene therapy—all of these require a more focused and a better 
understanding of patients. We’re also seeing a shift in the 
regulatory environment. Both the European Medicines Agency 
(EMA) and FDA are asking for patient input. In the next 
couple of years, we can expect the regulators will want to see 
more of this input. And on the payer side, we’re at a place 
where payers are looking for value beyond clinical outcomes. 
Are patients better able to engage in their life? Do we see a 
reduction in overall healthcare costs? So, I think there’s a lot of 
different reasons that have led to this change.

Evans: Technology is a great enabler, so I was a little 
disappointed when we did the benchmarking last year to 
see that we hadn’t come further as a result of the incredible 
leap that we’ve made in terms of data and technology. 
And COVID pushed the pedal down further in terms of 
accelerating technology adoption. I don’t think that the lack 
of technology was what was holding pharma back. We talked 
to executives on our advisory board and they listed things 
like silos, concerns about regulatory issues, compliance. 
And yet I think the single-biggest reason is that pharma has 
been phenomenally profitable and successful for decades, if 

Hensley Evans

 Sharon Suchotliff
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not more than a century, without having to make a radical 
change in this way. It’s kind of the “If it ain’t broke, don’t fix 
it” approach. There’s no burning platform to make companies 
adopt a radically different approach to their business. But a 
lot of the things that Sharon mentioned are driving senior 
executives to think, “Yeah, maybe I’d better start moving off 
this platform before it’s really on fire,” so I’m hopeful that we’ll 
see some more dramatic change.

We hope that by writing the book, we’re going to help push 
some of the folks who are behind the leaders to move more 
quickly. It’s doubtful that anyone who’s not already thinking 
about patient centricity would bother to pick up the book in 
the first place, but we are trying to preach beyond the choir, 
to reach a broader audience and move beyond the apple-pie 
notion that “Of course, patient centricity is a good thing.”

Suchotliff: You can have the best strategy, the best 
intentions, but without a focus on shifting the mindset, you’re 
dead in the water. I think a big cultural shift has to happen, and 
a lot of it has to be around what we believe and how we define 
value. Can we get to a place where value to the patient equals 
value to the company? I think that’s the biggest change, and it’s 
one that pharma’s coming around to very slowly.

Evans: A company can say, “I want to improve the 
experience that a patient has starting my therapy.” Primarily, 
that is a business objective—to get patients on a therapy faster. 
A delay of two to three months has a significant business 
impact. If a company delivers a much smoother and more 
pleasant experience to its patients, those delays and barriers 
can be eliminated; the patient appreciates it. It’s kind of a win-
win. But if it’s only done for a business reason, then a company 
is only solving things in little silos, e.g., decreasing the patient 
burden in your clinical trials because, otherwise, patients are 
going to drop out or fail to enroll. 

There has to be a cultural or mindset shift, or you are only 
ever going to get incremental change. 

What did your collaborators bring to the book? 
Evans: Everyone that we approached early on about 

collaborating on the book was hugely enthusiastic. One of the 
reasons we decided to write it in the first place was that we 
had so many different parts of the organization focusing on 
different aspects of patient centricity: the data and technology 
team; the digital connected health team; the rare-disease 
vertical focused on partnering with patient advocacy groups; 
the R&D excellence team looking at clinical development. ZS 
is a very entrepreneurial organization. We have lots of practices 
that are really able to innovate and independently develop 
solutions. We thought it would be a great way to bring together 
a group of people that are looking at different ways to help the 
pharma industry really evolve and change. 

Suchotliff: One of the things that I really like about working 
at ZS is that on one hand, we have lots of innovation—big 
thinkers, folks who are really willing to challenge the status quo—
and at the same time, there is this recognition that we’ve got to 
be a bit pragmatic. That was a big driver for us in terms of the 
book. In having conversations with many executives, sometimes 
the patient-centricity ambitions just seem unachievable, too 
lofty. We wanted to present the pragmatic ideas, the pragmatic 
solutions, so that folks can see they’re taking good steps. But we 
also invited a lot of external folks to contribute, so sometimes we 
heard things that were hard to hear, but that’s okay, right? I think 
it made our work better.

Evans: An early piece of feedback we got, actually from one 
of our patient advocates, was, “Do you guys have a group of 
patients that you work with consistently to get feedback on the 
work that you’re doing?” Of course, we advise our clients all 
the time to get patient input and take the patient perspective, 
but we kind of sheepishly said, “Um, no.” Well, now we do. 
The time it takes to publish a book gave us time to stand up 

Patient centricity capabilities of more than two dozen 
pharma companies benchmarked by ZS. 
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a patient advisory panel. So, we learned a lot along the way; 
challenges from some of our collaborators caused us to do a 
little bit of rethinking.

Suchotliff: One interesting question we wrestled with, 
honestly, was around the use of the word “patient.” The 
industry, of course, has used this word consistently for a very 
long time. But most of the patient advocates we spoke to don’t 
like to refer to themselves as patients. They’re people; they’re 
more than someone who suffers from any particular condition 
or disease. We debated quite a bit about whether we should try 
to change the language that’s used around patient centricity. 

But ultimately, we decided we’d reach a larger audience if 
we used the language that most people are kind of comfortable 
with or use now.

The book was being written as the COVID-19 pandemic 
was raging. What impact did that have on how the  
book developed?

Suchotliff: It changed a lot. To some extent, it made it easier 
to collaborate because, all of a sudden, we’re working in this 
virtual world. Collaborating virtually became second nature. 
And of course, in terms of the information we were including 
in the book, COVID certainly changed things.

Evans: Yes, we had one conversation with an organization 
during COVID who put in place a mechanism to provide home 
care for patients because, of course, patients were unwilling to 
go to the physician’s office. And I said, “That’s great; it that a 
new insight that came up?” But they said, “Well, we always 
knew that patients didn’t want to have to go to the doctor’s 
office. It was always inconvenient for them. But they used to do 
it anyway.” So, it was only when patients insisted on not doing 
it that the company started accommodating them. Now, I don’t 
know that I want to call that patient-centric, right? It’s self-
centered. The company only did it because it was hurting them 
financially, even though they knew that the patients would 
have preferred that all along. That was quite revealing.

How do you see the book being used? Will it become part 
of ZS’ package for clients or something independent  
of the company?

Evans: In many ways, the book synthesizes a lot of thought 
leadership we had already been working on. Our company 
vision is “transforming global healthcare, driving toward a 
connected ecosystem, leveraging the power of data, science, 
and technology to make more intelligent healthcare decisions, 
and delivering innovative solutions to improve health outcomes 
for all.” The focus really is about patient outcomes and having 

an impact. At our partner meeting last August, which was 
exciting because it was the first time we’d come together in two 
years, our CEO held up the book during his keynote speech 
and said, “This really represents the thinking across the firm.” 
Everybody feels that the patient and patient outcomes are a 
critical orientation of our company as a whole. 

But Reinventing Patient Centricity is also a book in its own 
right. And I hope it helps us to create some new conversations, 
particularly with more senior executives. One of the things 
we see is that there are some incredible evangelists for patient 
engagement and patient centricity at the senior director and 
VP level. But if a pharma company doesn’t have vocal SVP and 
c-suite leaders really pushing patient centricity, they’re only 
going to get so far. 

We’d like to expand the scope of the conversations we’re 
having with the c-suite about patient centricity and how to 
make it a reality.  
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When bringing a new product to market, developing 
an effective and efficient patient support program 
can be a complicated endeavor. To build a successful 
program, biopharma companies need a partner  
with an industry-leading staff and a background in 
innovation and automation, who can advise on 
what technologies to deploy and when to rely on 
human-intervention. 

The following questions should be considered 
when evaluating a patient support partner: 

•  Are their processes data driven?
•  Do they offer end-to-end automation?
•  Do they bring knowledge of all types of payers 
   and potential reimbursement hurdles?
•  Do they have reach across the breadth of the 
   pharmaceutical supply chain?
•  Will they continually manage the program 
   after launch?

Lash Group, as a part of AmerisourceBergen’s 
industry leading staff, is a differentiator. Biopharma 
companies need a partner with a deep bench of 
talent, along with dedicated training programs for 
field and remote team members. This approach  
ensures patients receive the intended experience,  
regardless of location or diagnosis. Feedback from 
field teams, patients, and providers helps patient 
support providers assess the patient experience 
and make necessary pivots. In every phase of  
product launch, Lash Group relies on sophisticated 
project management tools and personnel to avoid 
burnout, emphasize productivity, and drive efficiency.

In the program assessment phase, a proactive 
patient support partner will look at the existing  
landscape. Determining specific barriers to patient 
access and adherence help to outline program 
staffing and technological requirements necessary 
to meet the needs of patients. Once a program has 
been developed, Lash Group representatives provide 
support driven by experience, knowledge, and 
empathy to address each patient’s individual needs.

Talented staff is just part of the equation. 
People plus technology and automation drive 
stronger patient outcomes. Yet not all technology 
is created equal. A thoughtful patient support 
partner will pair available technologies with 
a product’s unique needs during the program 
design phase. Lash Group considers the patient 
population; the product’s attributes; patient and 
provider understanding of technology; and 
start-up costs versus estimated return when 
determining program software requirements.

Lash Group’s true end-to-end automation imbues 
technology into the entire process from assessment 
to design to implementation to operation. Electronic 
benefit verification for both medical and pharmacy 
improve speed-to-therapy and drive patient  
access. New tools, such as interactive digital 
assistants built to communicate with payers, free 
up staff to handle complex cases. When entering 
a competitive market, there will be no shortage 
of data around implementation. An experienced  
patient support partner has the knowledge to use 
that data actionably to produce meaningful results.

An effective patient support program will help 
to improve access, adherence, and affordability 
throughout the entire treatment lifecycle. Once 
in-market, it becomes critical to compare market 
trends and current performance against anticipated 
results. The solutions your patient support partner  
develops to drive access and adherence to your 
product should be as novel as the therapy itself. 

The right partner is aware of the challenges new 
drugs face as the market evolves and responds 
with innovative methods for breaking down barriers 
to therapy. Learn more about how Lash Group and 
AmerisourceBergen use best-fit technology solutions 
to help biopharma companies leverage differentia-
tors and make the most impact: Learn more on 
www.lashgroup.com/patient-support-strategies

Where technology 
meets humanity

No two patient journeys are the same, so we build 
flexible programs specific to disease state and 
patient population, using our high-tech, high-touch 
foundation to learn, predict, plan, and adjust to meet 
each patient’s needs. 

With the market’s most advanced technology and 
the industry’s most experienced clinical staff, we  
commit to continuously improving not just patient 
outcomes, but how they get there. Learn more on: 

 www.Lashgroup.com
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When bringing a new product to market, developing 
an effective and efficient patient support program 
can be a complicated endeavor. To build a successful 
program, biopharma companies need a partner  
with an industry-leading staff and a background in 
innovation and automation, who can advise on 
what technologies to deploy and when to rely on 
human-intervention. 

The following questions should be considered 
when evaluating a patient support partner: 

•  Are their processes data driven?
•  Do they offer end-to-end automation?
•  Do they bring knowledge of all types of payers 
   and potential reimbursement hurdles?
•  Do they have reach across the breadth of the 
   pharmaceutical supply chain?
•  Will they continually manage the program 
   after launch?

Lash Group, as a part of AmerisourceBergen’s 
industry leading staff, is a differentiator. Biopharma 
companies need a partner with a deep bench of 
talent, along with dedicated training programs for 
field and remote team members. This approach  
ensures patients receive the intended experience,  
regardless of location or diagnosis. Feedback from 
field teams, patients, and providers helps patient 
support providers assess the patient experience 
and make necessary pivots. In every phase of  
product launch, Lash Group relies on sophisticated 
project management tools and personnel to avoid 
burnout, emphasize productivity, and drive efficiency.

In the program assessment phase, a proactive 
patient support partner will look at the existing  
landscape. Determining specific barriers to patient 
access and adherence help to outline program 
staffing and technological requirements necessary 
to meet the needs of patients. Once a program has 
been developed, Lash Group representatives provide 
support driven by experience, knowledge, and 
empathy to address each patient’s individual needs.

Talented staff is just part of the equation. 
People plus technology and automation drive 
stronger patient outcomes. Yet not all technology 
is created equal. A thoughtful patient support 
partner will pair available technologies with 
a product’s unique needs during the program 
design phase. Lash Group considers the patient 
population; the product’s attributes; patient and 
provider understanding of technology; and 
start-up costs versus estimated return when 
determining program software requirements.

Lash Group’s true end-to-end automation imbues 
technology into the entire process from assessment 
to design to implementation to operation. Electronic 
benefit verification for both medical and pharmacy 
improve speed-to-therapy and drive patient  
access. New tools, such as interactive digital 
assistants built to communicate with payers, free 
up staff to handle complex cases. When entering 
a competitive market, there will be no shortage 
of data around implementation. An experienced  
patient support partner has the knowledge to use 
that data actionably to produce meaningful results.

An effective patient support program will help 
to improve access, adherence, and affordability 
throughout the entire treatment lifecycle. Once 
in-market, it becomes critical to compare market 
trends and current performance against anticipated 
results. The solutions your patient support partner  
develops to drive access and adherence to your 
product should be as novel as the therapy itself. 

The right partner is aware of the challenges new 
drugs face as the market evolves and responds 
with innovative methods for breaking down barriers 
to therapy. Learn more about how Lash Group and 
AmerisourceBergen use best-fit technology solutions 
to help biopharma companies leverage differentia-
tors and make the most impact: Learn more on 
www.lashgroup.com/patient-support-strategies

Where technology 
meets humanity

No two patient journeys are the same, so we build 
flexible programs specific to disease state and 
patient population, using our high-tech, high-touch 
foundation to learn, predict, plan, and adjust to meet 
each patient’s needs. 

With the market’s most advanced technology and 
the industry’s most experienced clinical staff, we  
commit to continuously improving not just patient 
outcomes, but how they get there. Learn more on: 

 www.Lashgroup.com
 

Built by experience, committed to excellence

SupportAssess Design Implement

PRE-LAUNCH OPERATE EVOLVE

OptimizeLaunch

http://www.lashgroup.com/patient-support-strategies
https://www.lashgroup.com/


26 \ Visit our website at www.PharmaceuticalCommerce.com  \  04.2022

FEATURE

Specialty-lite drugs, recognized as products positioned between the 
specialty and retail spaces, often require specialty services such 

as access and reimbursement support, while also having a lower-than-
specialty wholesale acquisition cost (WAC) that makes full-time equivalent 
(FTE) models less financially feasible. For life sciences organizations, 
striking the balance between enhanced services for patients/healthcare 
providers (HCPs) and cost-effective solutions is critical for ensuring the 
long-term success of a specialty-lite drug patient-support program (PSP).

During the last decade, FDA 
approved more treatments 

annually, on average, than it did in the prior two decades, 
resulting in increased competition. Specialty-lite drugs are set to 
dominate growth in the space, with many life sciences companies 
leveraging technology-based solutions to remain competitive.

According to a Wall Street Journal article,1 securing 
formulary positions costs more every year. One organization 
saw the average list price for its insulin product up 141% since 
2012, but average net price down 53% over the same period. 

Challenges don’t cease once formulary is secured, however. 
An American Medical Association (AMA)-conducted survey 
found that 83% of physicians report the number of prior 
authorizations (PAs) required for prescription medications 
and medical services has increased over the last five years.2 
Drugs with lower WACs are now finding a slew of new PA 
requirements needed for their patients to access therapy. 

A Drug Channels Institute analysis of company reports3 
found that the unweighted average gross-to-net gap in drug 
prices was -6.0% for 2020. The analysis also found that prices 

for brand-name drugs dropped, and drugmakers sold their 
products for less than half of the list price. This gross-to-net 
squeeze causes cost shifts that can negatively impact the patient 
if not handled correctly. 

These trends prove that specialty-lite drug programs need 
services that benefit the patient at a cost that is attainable for the 
manufacturer. To accomplish brand goals at this cost, companies 
launching specialty-lite drug programs need a solution that 
addresses both sides of the coin. Unfortunately, few players in 
the industry have the technology and expertise needed to meet 
the nuanced needs of this growing market segment.

New approaches for specialty-lite drugs
Innovative technologies can deliver automated specialty 

services such as e-benefit verification (eBV) and ePA, 
minimizing FTE requirements, making the cost to companies 
more economically feasible. Combined with deep expertise 
on pharmaceutical access challenges, new market entrants are 
taking on the needs of specialty-lite programs. However, the 
specific modalities in which these entrants deliver vary based 

Adding Might to    
‘Specialty Lite’
Not quite specialty, not quite retail: Cost-effective access and support strategies for a 
growing, yet underserved, treatment market

BY MICHAEL CARR, ASSIST RX
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on the vendor and their capabilities. New offerings positioned 
to meet the needs of specialty-lite drugs include: 

• Alternate specialty-lite pharmacies: Built similar to 
specialty pharmacies, this model focuses on leveraging 
technology to speed access to therapy. While these 
pharmacies deliver some electronic support services like 
eBV and ePA, leveraging a single pharmacy entity may create 
concern for steerage. In addition to a specialty pharmacy for 
dispensing, the associated e-services may have limited reach 
and technology-first functionality.

• Digital pharmacies: This model tends to focus on retail and 
lifestyle drugs. Often, telehealth services are core to access 
to specific therapies. Driven by patients, digital pharmacies 
leverage an e-commerce model and lean on the patient to 
self-serve throughout their journey. 

• Hub-lite services: Using technology and mostly delivering 
reimbursement support, hub-lite models provide some 
e-services like eBV and ePA, but may not be able to evolve 
with the specialty-lite drug’s lifecycle without costly system 
and process changes.

• Other tailored solutions: CoAssist, for example, 
AssistRx’s digital patient service, differentiates from the 
above models, with the ability to kick-off advanced and 
automated real-time e-support services at Rx intake from 
the electronic health record (EHR). Support services also 
include real-time eBV, ePA, eConsent, and eEnrollment. 
The platform features a limited pharmacy network and 
its own consignment pharmacy to support the clinical 
decision and gain visibility to the patient journey, as well 
as identifies the best affordability option for the patient, 
and deploys the necessary technology and expertise to 
evolve the program alongside the product lifecycle.
Selecting an offering for a specialty-lite drug program requires 

an understanding of the product and the patient/healthcare 
provider (HCP) population, as well as thoughtful planning for  
drug lifecycle. The optimal offering for a product meets HCPs in 
their workflow and patients in their lifeflow to improve access to 
therapy while reducing or eliminating FTE costs.  

Choosing the right option 
The optimal offering should be able to evolve throughout 

the specialty-lite drug’s lifecycle. Many programs require some 
white-glove services at launch but later can be supported 
completely via e-support services. It is key that the infrastructure 
of a product program can address this shift when needed.

Challenges a specialty-lite drug program will face include 
securing formulary position and navigating access challenges 

like PAs. Your solution should be flexible enough to implement 
additional initiatives that can roll on and off over time as 
needed. For example, payer nudge campaigns that demonstrate 
demand, volume, and clinical effectiveness of the therapy can 
be implemented within the first year to improve coverage of the 
drug and be removed as payers add the product to formulary.

Second, your offering of choice should support a configurable 
program and selective pharmacy network. These characteristics 
drive access to the best fulfillment option for the patient, whether 
that be a free goods, commercial, or cash dispense. This, in turn, 
drives access, affordability, and adherence for your patients.

Third, e-support services should be initiated at the point 
of prescription, likely through the EHR, to best meet HCPs in 
their established workflows. For specialty-lite drugs, this design 
can make the largest impact on improving uptake, visibility, and 
outcomes through automated therapy initiation and fulfillment, 
both accelerating and simplifying the process. As these programs 
typically won’t leverage FTEs, automated e-support services help 
fill in the gaps of moving a prescription forward to fulfillment 
utilizing transactional, manual services when needed. 

As more solutions come to market to support the segment of 
specialty-lite drugs, life sciences organizations should consider 
which solution will deliver optimal, cost-effective services 
for their drugs that aren’t quite specialty but aren’t quite retail 
either. The optimal solution takes both sides into consideration 
to generate services that support brand goals while ensuring 
unique HCP, patient, and caregiver needs are met.

ABOUT THE AUTHOR
Michael Carr, RPh, is CoAssist Group Vice President, AssistRx. 
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Success with  
SP Solutions 
The patient-first, pharmacy-first hub model optimizes outcomes and improves care 
journey for patients with rare disease

BY DEA BELAZI, ASCELLAHEALTH

The 30 million Americans who live with a range of rare or orphan diseases 
usually manifest complex medical needs that require a high level of 

therapy adherence and support. Expanded, specialized services help 
these individuals to better address not only the challenges associated with 
specialty drug management, but also everyday lifestyle issues related to 
missing work, retiring early and foregoing income, and relying on unpaid 
family caregivers. 

A patient-first care model 
can enable every stakeholder 
involved in the rare disease care 

continuum—patients, payers, providers, and manufacturers—to 
more effectively overcome problematic issues related to access, 
compliance, and adherence to treatment. These care strategies 
are often included in uniquely designed targeted programs, 
which engage the services of specialty-focused pharmacists 
and professionals with the experience and capabilities to 
mitigate costs and improve outcomes. This specialized expertise 
transcends the scope of competencies provided by traditional, 
legacy-care organizations, which are often designed exclusively 
for scale. 

A specialty pharmacy (SP) solutions provider with a patient-
first approach to rare disease management is imperative for 
deploying optimal solutions that offer interventions at key 
points in therapy to drive compliance and persistency, along 
with clinical outcomes tracking. Select organizations provide a 
boutique, consultative patient support/hub model that includes 
a dedicated, branded team. This is important for overcoming 
the limitations of the standard SP and hub service providers 

that often rely too heavily upon technology solutions that fail 
to address human needs and variability, as well as the need for 
customizations to fill specific manufacturer needs.  

Impact of specialty drugs
    Currently, specialty drugs account for up to 52% of an 
employer’s total pharmacy spend. In fact, specialty rare diseases 
have led to substantial direct and indirect economic burdens for 
the patient, unpaid family caregivers, and the US health system.1 
In the US alone, the estimated total economic burden of 379 
rare diseases with a prevalence of 15.5 million people in 2019 
was $966 billion, including a direct medical cost of $418 billion 
and an additional $548 billion in indirect and non-medical cost. 
Because most individuals living with rare disease are between 
the ages of 18 and 65, commercial payers bear the largest share 
of medical cost, while employers pay for significant productivity 
losses associated with absenteeism and presenteeism.2

Benefits of patient-first approach
Patient-first, specialty-focused care teams typically include 

care coordinators, pharmacists, nurses, and other specialists, all 
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focused on the disease state, patient community and therapy. 
They deliver customized care coordination and telehealth 
solutions as an added layer that fosters discussion between the 
patient, pharmacist, and other clinicians. 

By incorporating assessments and interventions at key 
points in therapy, the care team is able to stay ahead of side 
effects and capture real-world evidence around the therapy, 
condition, and patient’s well-being. All of this critical data is 
then compiled for outcomes reporting. 

A patient engagement strategy also takes a multi-layered 
approach that includes various channels, such as text, phone, and 
email. The strategy should be based on customer’s preferences 
and what generates the best response for each patient. 

In a world of shrinking options and sophisticated technology, 
this approach offers something that has gone missing in the 
US healthcare system: the “human touch.” In fact, too often 
patients experience the retail pharmacy approach in which they 
are treated more as a daily quota, and not as someone facing an 
enormous life challenge. This is where specialty pharmacists can 
play a significant role for patients and caregivers. Specialized 
training and experience with high-cost, high-touch therapies for 
patients with chronic, complex, and/or rare diseases make them 
uniquely qualified to address the challenges associated with rare 
conditions. By providing an elevated level of customized care, 
they help caregivers to manage side effects and ensure that the 
patient “feels heard.” 

Specialty-focused pharmacists are also a resource for 
information about custom financial solutions to address financial 
concerns and refer patients to copay assistance as applicable. 
When these professionals take a patient-first approach, they are 
able to cultivate a deeper relationship with patients and family 
caregivers, offering personalized information, care insights, and 
greater support that leads to improved outcomes and enhanced 
quality of life. In many cases, specialty-focused pharmacists 
serve as a knowledgeable, supportive resource, helping patients 
make the best possible decisions about their health care. When 
patients begin new medications, for example, the pharmacist can 
address any concerns they may have about side effects in a way 
that optimizes the therapeutic opportunity and helps the patient 
feel more comfortable remaining compliant, whether that means 
altering the prescription dose or getting a second opinion.  

Key factors for success
Pharmaceutical manufacturers should look for partnerships 

with companies that offer a fully comprehensive suite of SP 
services, as well as a consultative approach that allows for true 
customization and flexibility. These options should not only 

include custom patient support and hub services, but also pre-
commercialization, outsourced market access, wholesale, third-
party logistics (3PL), and limited distribution drug (LDD) 
fulfillment, available as an end-to-end solution set or a la carte.

As standalone options or collectively, these services can 
act as an extension of the pharmaceutical company’s trade 
or market access team. Specialized outsourced market 
access solutions provide strategic payer expertise, utilization 
management, pull-through programs, and real-time data 
access. What’s more, these capabilities should span the entire 
product lifecycle and prescription process, streamlining 
communications between prescriber, patient, and pharmacy 
to eliminate barriers, decrease time-to-fill, enhance the patient 
journey, and optimize outcomes. 

It’s important to align with a patient-first, pharmacy-first 
hub provider that serves as an industry partner—one that is 
backed by a team that has a thorough understanding of the 
payer mix and value. Ideally, the partner should offer:
• Deep bench experience and expertise in payer reimbursement 

and strategy development.
• In-depth understanding of the competitive environment.
• Programs designed to drive branded volume and provide 

data-driven cost savings analyses that result in optimal 
patient access to products in major specialty and rare 
disease categories.

• Customized clinical support and high-touch patient 
engagement to drive compliance and enhance outcomes. 
Ultimately, a patient-first approach leads to a better 

understanding of the patient’s needs, focuses upon the impact 
of a particular drug or a combination of drugs, and monitors 
the patient’s overall health, resulting in an optimal patient 
journey and more favorable clinical outcomes. 
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Hub Programs from 
Patient Perspective
Disruption is the order of the day to create a more individual-centric hub experience 
from the patient’s point of view

BY JIM BANIGAN, CONDUENT

After a newly diagnosed illness or chronic condition, a patient may 
find that navigating the healthcare system can be bewildering. And 

making sense of how to begin a complex drug therapy without help can 
present them with a steep learning curve at an emotional time. Hub 
services can alleviate a host of anxieties related to starting, and adhering 
to, a complex drug regimen. From prior authorizations and copay 
assistance, to logistics and communication with the patient and their care 
team, the most effective hubs seamlessly remove barriers to a patient’s 
access to life-saving drug therapy. But all too often, the patient can feel 
lost in the process. 

For specialty drug manufacturers, high regulatory pressures 
make it natural to view the hub program from the inside, 
out through the lens of compliance, performance, analytics, 
and reporting. The ability to control costs with an efficient 
operational model drives business performance but does less 
to illuminate where along the patient journey an individual 
struggled to navigate a confusing or complex process. It is 
time to look at the effectiveness of your hub program from 
the outside in, through the lens of the patient’s journey where 
a five-star hub experience translates to patient satisfaction, 
treatment adherence, and better health outcomes. 

Specialty drugs account for 2% of total medications 
prescribed, yet over 50% of the total prescription costs in the 
US, according to Evernorth’s 2020 Drug Trend Report.1 The 
report predicts that specialty spending could increase 10% 
to 15% over the next few years. Given the expense and the 
known risks of incorrectly using prescription medications, 

a patient’s lack of adherence and persistency due to movable 
barriers within your hub program is a non-starter. 

To create a more individual-centric experience—and reveal 
the not-so-obvious sources of frustration—every interaction that 
involves the patient should consider their journey, experiences, 
and their emotions.  

These four considerations provide the framework to rethink 
a hub program from a patient’s perspective: 

1. The patient is your consumer
2. Curate individual-centric experience
3.  Understand the consumer’s choice: Self-service or 
    high touch
4. Focus on whole-person health

The patient is your consumer
Consumers have grown accustomed to the convenience of 

technology—whether they’re ordering produce or purchasing 
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a new car. And in a world with same-day delivery, suggested 
purchases, and personalized ads, consumers expect more 
information and choices than ever when making buying 
decisions. Smart retailers are studying all these preferences to 
cater to the individual’s preferences in how they learn about a 
product and the information (what and how much) they want 
before making a purchase. 

It should not come as a surprise that the consumers have 
the same expectations of their interactions with the healthcare 
ecosystem. The hub program is no exception. Even though they 
are engaging in an experience that may not be of their choosing, 
the consumer-become-patient wants ready information to 
understand their disease state and tools to view progress at 
every step of the hub experience. Pharma manufacturers can 
look to retailers for effective practices to quickly become the 
trusted, go-to source for accurate information that patients can 
rely on to help them manage their condition, learn more about 
therapy, and discover ways to stay adherent.

On the other end of the behind-the-scenes activities to 
ensure a hub is cost-efficient and compliant, is a patient who 
is expecting a personalized, real-world experience—much like 
the one they get from an Amazon or Instacart. 

Curate individual-centric experiences
Drug manufacturers can affect individualized experiences 

through the power of self-service. Patients want instant answers 
about their journey to therapy at their fingertips. They’re 
thinking: Where can I find out more about my medication? 
For quick-start or bridge drug shipments, what is the status 
of my medication delivery? Where am I in the process of 
payer approval to start my therapy? The accurate and easy 
flow of information can help to create trust and to improve 
patient satisfaction. And, considering all of an individual’s 
touchpoints—which may include family, friends, patient 
support groups, and more—creating a rich and immersive 
personalized experience can create positive ripple effects that 
may generate goodwill for your brand.

As it is with retailers, there is value in pharma organizations 
asking the patient to rate their experience. In addition to 
gaining valuable insights, a patient’s input about an experience 
that is essentially not of their choosing can help them feel 
visible in a fragmented ecosystem and save their healthcare 
providers from an earful. A strong feedback loop can also 
motivate patients to have more of a role in managing their care 
and understanding their condition. 

And with tools like artificial intelligence (AI) and machine 
learning (ML), we’re able to pinpoint how to best reach patients 

based on their data—and personalize it. Maybe it’s a phone 
call, text message, or email. Even motivational text messaging. 
Based on their personal health trends and behaviors, we’re able 
to pinpoint how much hand-holding they likely need to stay 
adherent, even predict which questions they might ask. That’s 
what truly individualizes the experience. And it makes the 
process all the more seamless and efficient. 

Understand the consumer’s choice: 
Self-service or high touch

Let’s stick with this shift in mindset of viewing the patient 
as a consumer. To give patients the experience they want and 
need, take a page from luxury retail. Upon entering the store, 
you may choose a highly personalized shopping experience 
where a highly attentive salesperson is on hand to offer 
suggestions, answer questions, and tend to your comfort with 
all the accoutrements. Or you may say, “Thanks, just browsing,” 
and be left alone knowing that you can switch to the high-
touch experience at any time. You drive the interaction and 
dictate how your experience is curated with the expectation of 
impeccable, white-glove service in either scenario. The patient 
is seeking the same power to choose. 

When we lay the groundwork for an engaging, educational 
hub program, the patient’s choice on how they want to shape 
their journey must be top of mind. Do they prefer self-service, 
or do they need a high-touch approach to care? To determine 
this, a good hub program leverages its data and understands 
how to use it—via the best channel at the most important 
time—to give the patient the best experience possible, which, 
in turn, will drive the best outcome possible. 

Focus on whole-person health
As hub programs evolve, drug manufacturers will increasingly 

become part of the conversation about a patient’s holistic health. 
Can we advance health equity as part of the patient’s extended 

Even though they are 
engaging in an experience 
that may not be of 
their choosing, the 
consumer-become-patient 
wants ready information
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care team? The focus on social determinants of health (SDOH) 
is prompting the industry to look beyond cost as a likely 
driver of a patient’s struggle with persisting on therapy. Major 
manufacturers are making headlines for investments and 
partnerships with community organizations to advance health 
equity with dollars to provide access to care, education, and 
support to underserved patients. Direct investment is one 
pathway to build a bridge to whole-person care. 

However, what if an enrolled patient is hungry or doesn’t 
have a way to the hospital? What if they don’t have safe housing 
in their neighborhood? Through regular interactions, you may 
learn more about the unmet social needs of the patient, but, 
today, it is not the role of the hub to address these issues. 

As information becomes easier to share across silos, drug 

manufacturers will be called upon to take a greater role in 
collecting and sharing insights that factor into whole-person 
care for the patient. In this sense, an inside-out look at the 
hub can drive something greater and more sustainable to the 
program than a five-star review.

A patient’s journey is personal, unique, and full of distinct 
interactions that can influence whole-person outcomes. 
Viewing your hub program from the outside in will help 
illuminate barriers and points of frustration that can derail 
efforts to improve adherence and persistency, and damage 
brand goodwill. 

Creating a mind shift away from viewing your hub program 
as a process-driven exercise for efficiency and cost-control 
will not happen overnight, but there are rewards for evolution. 
Disruption is the order of the day to create a more individual-
centric hub experience from the patient’s POV.  
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Harnessing Digital 
at the Point of Care
Taking advantage of new advances in tech-driven engagement to boost patient 
support and adherence 

BY SARA GOLDMAN, OPTIMIZERX

Technology now plays a more prominent role in healthcare than ever 
before, thanks to the increased digitization of traditional healthcare 

communication pathways. From advancements within the electronic health 
record (EHR), to e-prescribing, and mobile platforms for patient engagement, 
technology is facilitating access to relevant and timely information for clinicians 
and their patients, and helping everyone connect in new ways. This increase in 
connectivity extends the reach of support from the healthcare provider’s (HCP) 
office directly to the hands of the consumer. When people become patients 
with a chronic condition, innovative applications of technology can make the 
difference in persistence—and success—on treatment.

Technology’s role in simplifying and 
streamlining therapy initiation and adherence

Adherence begins at the point of prescribing. The moment 
someone is prescribed a new medication or therapy is the 
moment adherence begins or goes off-track. In large part, 
physicians view adherence as the patient’s responsibility—
as they should—however, their trusted voice can have a big 
impact on whether patients will take advantage of available 
adherence support programs, so their partnership is key. And 
often, they don’t know what support is available to patients.

Patients and physicians can get lost in the number of steps 
it takes to prescribe, then onboard to a therapy, and utilizing 
adherence support becomes an afterthought, whereas effective 
patient engagement to aid persistence should begin the moment 
a drug is prescribed. It is at this point that technology plays a key 
role in supporting a patient’s ability to stay on a long course of 
therapy. Today, manufacturers can use technology in three key 
ways to implement a “digital-first” approach to patient support:

1.  Introduce patient support programs to physicians in  
new ways.

2. Connect therapy initiation and support initiation.
3. Personalize support pathways for patients.
Successful patient support begins with physician awareness. 

Embedding entry pathways to patient support right within the 
clinical workflow of a physician—via the EHR—helps raise 
awareness with the doctor about what support is available. 
Giving them clear actionable information, in turn, increases 
the chances that they will introduce programs to patients. And 
this increases the chances that support will be utilized by a 
patient—having been introduced by a trusted source—at the 
right time in their treatment journey.

It also sets the stage for a holistic treatment experience for the 
patient. An experience that begins the moment their medication 
is prescribed, where they can access and activate both financial 
assistance, as well as adherence support, and even hub services 
if applicable. Creating this holy grail of a single-entry point for 
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all patient support is becoming increasingly attainable through 
advancements in connected technology.

Once patients have been onboarded, ensuring they have 
ongoing support throughout the course of therapy is key, and it’s 
important to provide that support in ways that are relevant and 
personalized to each patient. Physicians faced many challenges 
in delivering patient support materials during 
the initial stages of the COVID-19 pandemic; 
those challenges marked an inflection point 
for how patient support is delivered. Now 
extending beyond pamphlets and printouts, 
to digitized, personalized, and more accessible 
patient support information that is easily 
accessible beyond the point of care, digital 
support programs that fit into people’s daily 
lives—such as SMS/MMS programs—are 
more efficient and effectively deliver critical 
adherence support to patients. According to 
the Annals of Internal Medicine, drug non-
adherence causes an estimated 125,000 deaths 
and can cost the healthcare industry as much 
as $290 billion annually.

Technology can help manufacturers create 
highly customizable engagement programs 
that help support adherence by providing 
access to educational resources, dosing 
reminders, nursing services, motivational 
messages, and other resources that patients 
can access directly on their mobile phones. 
Mobile programs provide critical resources 
and guidance to patients during their care journey. Mobile 
programs are accessible and also provide valuable information 
about the patient’s therapy, diagnosis, and potential side effects 
delivered right to their hands via the device they use most often 
during the day.

Personalizing patient engagement  
and support programs

Every patient has a personal disease experience, leading to 
different needs and preferences for support. Smart applications 
of technology mean that they can be self-driven by the patient 
to fit their own needs, as long as the support pathways are 
presented at the appropriate times.

One primary function of patient support programs is to help 
patients manage side effects so that they can stay on therapy 
longer. In a 2020 case study in an oncology indication, a high 
percentage of breast cancer patients were discontinuing the use 

of the drug due to early negative side effects. The patients were 
not aware of the actions they could take to mitigate those side 
effects, which were often resolved shortly after. By providing 
patients with access to nurses via text, as well as targeted and 
timely messaging when they needed it most, patients were 
given the necessary information for side-effect management, 

as well as motivational and inspirational 
messaging to help empower them during 
their therapy. The results showed that 85% 
of the participants found the program 
helpful in starting their medication, and 34% 
engaged with an oncology nurse resource as 
advertised by the text program.

Digital solutions across the care 
continuum

Life science brands are using digital tools  
to augment touchpoints and implement more 
personalized patient engagement support that 
fit into a patient’s lifestyle while optimizing 
the full-care continuum. There is value in 
empowering patients while they start and 
continue their therapies. Barriers such as cost 
and poor communication around patient 
safety, plus side-effect concerns, prevent 
patients from starting their therapies and 
remaining adherent.

Digital programs help overcome these 
barriers by connecting the physician and 
patient throughout the patient-support 

program. One example is a text-support program that follows 
a patient through the point of care, point of prescription, and 
throughout the adherence journey (see mobile example at left).

Digital programs allow patients to drive their adherence 
programs and provide valuable feedback to their HCP. Feedback 
from patient surveys and self-reported biometric data at key 
points can help inform patient care and support adherence. 
For example, patients are prescribed the therapy and join the 
interactive text support program, where they can activate 
their copay savings card and start receiving timely messages, 
including medication reminders, disease education, side-effect 
management, and patient empowerment. Digital solutions keep 
the patient and their care team connected, helping drive greater 
adherence to therapy.
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Patient Support      
in Europe
A conversation with Ian Riches, head of patient solutions for Europe,  
Ashfield Engage

JULIAN UPTON

A shfield Engage’s Ian Riches is responsible for developing, broadening, and strengthening the 
company’s patient services in Europe. He sat down recently with Pharmaceutical Commerce to 

discuss how Ashfield operates across the European region, while providing solutions tailored to the 
varying needs of the countries within it. 

When we talk about patient support and hub services 
in Pharma Commerce, there is very much a focus on the 
US. From your perspective at Ashfield Engage, what is 
the difference between what you do in the US and what 
you offer in Europe?

In Europe, we can provide direct hands-on support with 
patients. A significant number of our services are face-to-face 
services, with nurses or phlebotomists giving injections, giving 
infusions, taking blood samples, etc., all at a patient’s home or 
in hospital centers. We do all the remote telephone and digital 
engagement and patient education that you see in the US, 
but we have this large element of hands-on care. The pillars 
of our service in the US, for example, would be technology, 
behavioral science, and collaboration. In Europe, we talk about 
technology, behavioral science, and hands-on care.

In providing solutions for Europe, I’m assuming there are 
challenges stemming the different healthcare systems 
and expectations of individual countries. Also, how 
are you actually defining Europe, which comprises 44 
countries in total?

At the moment, Ashfield covers Western Europe. We don’t 
currently operate in Poland or the Eastern European countries. 
We operate in the central belt, the Nordics, Iberia, the EU 5 
(UK, France, Spain, Italy and Germany). That in itself comes 

with challenges. We have markets with huge populations, where 
a pharma company’s budget for delivering patient services is 
quite large. And then we have countries with much smaller 
populations, albeit spread over a much bigger geography. 
Sweden is a prime example; in Sweden, the services may be 
limited by what can be afforded. For example, having nurses in 
the field in Sweden is fine if you are around the Stockholm area, 
but you may not be able to offer that kind of service up in the 
north of the country. The patient numbers there are so small 
that it is hard to justify sending a nurse up for a couple of days 
to support a single patient. In those circumstances, we look to 
see how we can support patients remotely.

What is your relationship with pharma companies  
in Europe?

Very strong. They are still our primary customer in a 
number of markets, although in the UK, we are increasingly 
offering and providing services directly to the NHS. We have 
programs that we run across multiple countries with the same 
pharma company. We work with probably 30 to 40 different 
companies across Europe with different types of programs in 
different markets. In bigger markets such as the UK, we may 
have 15 or 20 projects, where in smaller markets like Portugal, 
we may currently have one or two—although we would 
certainly like to increase that—and everything else in between.
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Patient numbers are 
becoming smaller and the 
services that are needed will 
have to look quite different

What partnerships are you forging in order to access the 
market? Are you linking up with local companies?

Absolutely. We work with partners in order to establish our 
footprint. The French market for patient support programs 
is very different to every other country, for example. A 
patient program supporting a named product in France takes 
anywhere between 18 months and two years to get approval. 
And the French system really doesn’t support the idea of 
pharma services companies talking directly to patients. The 
patient support programs that we would run in Italy and 
Germany and in the UK, for example, we couldn’t offer in 
France. So, we work with partners and we’ll do more of that 
as we go outside of Europe and into the Middle East, into the 
Gulf where you need to have partners that understand the 
local environment. 

It’s also very important for us to establish partnerships with 
digital companies. Ashfield itself can’t always be a technology 
company on the very leading edge of developing new solutions 
and apps. We are establishing more and more partnerships 
with digital providers. There’s a startup company in Finland, 
for example, that has a device that allows you to monitor 
when you take your tablets. It’s called Popit; it senses when 
you’ve taken a tablet and measures your adherence. There’s a 
company in Ireland that has a smart box that recognizes you’ve 
had your injection when you drop your needle into the box. 

One of the five pillars of our strategy for the next two to 
three years is to identify digital partners that we can work with, 
where we can add value to their services, and they can add 
value to ours. Together, it’s the old one-plus-one-equals-three 
scenario, where their expertise plus our expertise provides 
a solution for a patient that would be far better than doing 
either individually.

What do you see as the main patient support challenge 
in the next two or three years?

A big challenge for pharma, not Big Pharma but smaller 
companies and emerging biotechs, is that the treatments 
are becoming increasingly specialized. Patient numbers are 
becoming smaller and the services that are needed will have 
to look quite different. For example, we’re working in one of 
our markets with a client who may have no more than 10 or 
11 patients per year. Some of the things they want to offer—
the traditional model of teams of nurses and 24/7 call center 
support—are a lot more difficult to set up and sustain when 
you’re only dealing with 11 patients. Of course, those patients 
are often exceedingly valuable to the pharma company 
financially because of the cost of the medication. But the old 

model won’t work if you’re supporting 11 patients a year. It 
requires us to think very differently about the way that we 
provide those services in terms of cost, personnel, and content.

How has the pandemic changed the way people access 
healthcare in Europe—and how did affect the services 
you were able to provide? 

We established a number of new services, including 
phlebotomy services, to support patients, often on oncology 
treatments, for whom it was just not safe to go into hospitals and 
have blood tests. We started a service to visit those patients in their 
homes, take their blood samples, and send them into the hospitals. 
The pandemic certainly didn’t slow us down. In fact, in most 
markets, we had our best year ever for patient services in 2021. 
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Copay accumulators and best price impact present a 
complicated challenge for patient-support services 

leaders. Much of the focus in addressing this issue has been on 
reimbursement methods that can be used. Providing benefit 
outside of the pharmacy claim is central to mitigating the 
impacts of accumulators and avoiding best price exposure when 
the Centers for Medicare and Medicaid Services (CMS) Final 
Rule on manufacturer coupons goes into effect on Jan. 1, 2023. 

Not to be overlooked is the importance of ancillary 
supporting services. Neglecting other areas can cause even the 
most well-designed reimbursement process to fail. This issue 
has caused a synthesis of patient affordability, and support 
services are necessary to deliver an offering that is compliant, 
effective in mitigating out-of-pocket obligation, and minimizes 
patient burden. 

Patient education: Navigating  a new program experience 
Pharmacy benefit copay programs are efficient for patients 

to use. A chief concern among pharma manufacturers is 
that efforts to mitigate copay accumulator issues and in 
manufacturer compliance with the CMS Final Rule will 
burden patients and lead to abandonment. 

Patient communication is a critical element of any 
accumulator and best price strategy. While so much focus is 
on operational design, ensuring patients can navigate program 
changes is vital to achieving success. Manufacturers should 
plan advance communications to patients that will alert them 
to program changes. These messages need to inform the 
patient that their experience will look different in the months 
ahead, while also providing reassurance that the manufacturer 
will still support their cost-sharing obligations. 

When the revised program goes live, patient education 
is even more critical. Step-by-step education points for 
hub agents to walk patients through can be the difference 
between confusion and a smooth transition. Guidance on 
how to submit claims for post-transaction rebates, proper 
documentation, and how to select the preferred method of 
reimbursement from programs that offer multiple avenues are 
foundational components of this outreach.  

Another best practice is to establish a frequently asked 

questions repository for agents to 
use in responding to inbound patient 
escalation inquiries. Updating this 
library on an ongoing basis and 
conducting training sessions to cover 
trends not only improves the support 
element but can help the manufacturer and copay program 
provider identify opportunities for program adjustments. 

Benefits investigation: Customizing program value
The integration of eServices and copay assistance is a pairing 

whose time has come. Incorporating benefit investigations to 
determine a patient’s out-of-pocket responsibility allows the 
manufacturer to design program rules to only fund benefits 
in line with the patient’s need. This reduces the manufacturer’s 
financial exposure, as opposed to having a single copay program 
benefit limit that may be more generous than the patient needs.  

Determining out-of-pocket obligation on each claim can 
also be a critical component of a best price solution for a 
specific subset of patients. In the Final Rule, CMS cites a 
rebate model to be compliant with the requirement to “ensure” 
benefit goes only to the patient. Some patients simply will not 
be able to make the upfront cost outlay necessary to participate. 

Manufacturers have considered various methods of pre-
funding or advancing funds to support these patients. This 
brings with it certain challenges. Provide the patient with too 
little and they may not be able to make their required payment. 
Overfund by too much and the company may encounter tax 
liability risks. A strong reconciliation process must be in place, 
one in which patients submit documentation showing proper 
use of any advanced funds to pay their pharmacy bill. This offers 
some control measures, but the baseline needs to know the 
patient’s specific out-of-pocket responsibility at the time of the 
claim still exists.

Manufacturers face a difficult challenge due to the CMS 
Final Rule. They must focus their program designs on an all-
encompassing suite of support services to most effectively 
provide patient assistance in a compliant manner.

Jason Zemcik is Vice President, Patient Affordability Practice 
Lead, TrialCard.  

Beyond Payment Methods 
The need for supporting services in copay accumulator and best price areas
BY JASON ZEMCIK, TRIALCARD 
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Empowering Patients 
in Oncology Trials
Creating positive experiences and other patient-focused strategies for sponsors to 
consider when planning and executing cancer studies

BY ASHLEY HERRICK AND NICOLE CARSWELL, PREMIER RESEARCH

Patient engagement is critical to the success of oncology clinical trials, many 
of which have endpoints that require study participants to be followed 

for many years to evaluate side effects and long-term survival data. And yet, 
sponsors often postpone careful consideration of strategies for patient 
engagement and retention until after the treatment phase of their studies. 
Consequently, patients may be lost to follow-up, or protocol amendments 
may be required to increase retention, adding cost, delaying timelines, or even 
adversely impacting data quality. Another risk frequently overlooked is the 
potential for patients to perceive study participation as a negative experience, 
which can make recruitment for future clinical trials even more challenging.

Integrating patient perspectives
Patient engagement is valuable not only for gathering 

protocol-specific insights, but also for informing the overall 
recruitment and retention strategy. Combining data with a 
deep understanding of the patient perspective is crucial in 
oncology studies, since each patient has a unique experience 
with their disease and their own approach to coping with their 
condition, both physically and psychologically. Understanding 
these nuances makes it easier for sponsors to design clinical 
trials that will be accepted by potential patients as a viable 
treatment option. 

Sponsors should consider engaging with not just patients, 
but also family members, caregivers, patient advocates, and 
advocacy groups. Useful insights to gather include disease 
impact, current treatment, unmet needs, barriers to adherence, 
and points in the care journey where patients are most likely to 
consider investigative treatments. 

Developing patient-focused protocols
Early-phase oncology trials often involve weekly visits, serial 

blood draws, and multiple biopsies, all of which add burden 
beyond the standard of care. When developing trial protocols, 
sponsors may benefit from scrutinizing the proposed number, 
frequency, and location of assessments, with the goal of reducing 
burden while preserving patient safety and data quality.

It is vital for biopharma sponsors to consider the many facets 
of burden, whether it is interference with daily life, invasiveness 
of procedures, or impact on physical, emotional, or financial 
well-being. For instance, many oncology studies include tumor 
assessments via imaging. Coverage of such imaging will depend 
on the tumor indication, and the patient’s insurance plan may 
not support the frequency proposed in the study protocol. 
In such cases, sponsors may want to consider requiring less 
frequent assessments or providing upfront reimbursement for 
out-of-pocket imaging costs.
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For assessments deemed critical, sponsors may benefit from 
identifying those which can be performed offsite and incorporating 
options for remote participation. For example, if frequent blood 
draws are required, contracting with a local lab, mobile research 
nursing provider, or home health vendor would allow patients 
to stay at or close to home, rather than traveling to the primary 
research site. A growing number of assessments can be performed 
remotely via telemedicine and offsite nursing, including:
• Informed consent, including eConsent.
• Biospecimen collection, processing, and logistics.
• Handling of investigative product (IP).
• IP administration.
• Administration of assessments or patient-reported outcome 

questionnaires.
• Study procedures, such as physical examinations or EKGs.
• Data collection on adverse events or concomitant medications.

In addition, there has been a profusion of wearables with 
sensors that continuously collect data that can be transmitted 
and integrated directly into the electronic data capture system, 
reducing burden on both patients and sites. 

Seeking diversity
Increasingly, regulatory agencies are seeking clinical trial 

diversity to promote the development of therapies that are effective 
across populations. Given that barriers to clinical participation 
among minorities are multifaceted, collaboration among sponsors, 
sites, and communities is necessary for increasing diversity. To 
increase diversity and inclusion, sponsors may want to consider:
• Increasing the outreach radius.
• Selecting sites with diverse demographics.
• Ensuring diversity among site staff, including fluency in 

other languages.
• Creating local community awareness through cultural events 

or grassroots networking.
• Developing culturally relevant study materials with appropriate 

imagery and language.

Supporting successful recruitment
The decision to participate in a clinical trial is one that 

patients with cancer do not take lightly. Though they often 
have strong connections with their oncologists, it is rare for 
patients with cancer to agree to participate in a study when it 
is first presented to them. Consent typically requires a series 
of in-depth conversations among the patient, their caregivers, 
the investigator, and even the referring oncologist. As such, it 
is essential to provide investigators and sites with engagement 
materials to support these discussions. 

Working with sites to identify specific time points or procedures 
where eligible study participants can be identified is also important, 
especially given the number of physicians or departments that 
may be involved in a patient’s care. This includes identifying 
potential referral pathways and implementing processes to ensure 
patients feel supported throughout any provider transitions.

Increasing retention by mitigating risk
Retention is put at risk any time a patient feels unsatisfied or 

concerned about any aspect of study participation. Identifying 
and mitigating these risks during study planning can facilitate 
recruitment and retention. Common risk mitigation strategies 
include free valet parking to minimize walking distance, travel 
reimbursement, and on-site childcare options. VIP programs, 
where patients are recognized with a study lanyard and given 
priority for tests and procedures, when possible, are also effective. 
Perhaps the most effective risk mitigation strategy is eliminating 
out-of-pocket expenses entirely through the provision of vouchers 
or prepaid cards. Concierge services are available to handle the 
logistics of travel planning for patients and their families.

Creating a study community
Fear and anxiety are the primary drivers of early discontinuation 

in cancer trials. The most successful retention programs focus on 
providing ongoing education and fostering a sense of community:

Patient education. Letting patients know how important 
their commitment is and what to expect at each study visit can 
help to allay anxiety and uncertainty. Providing an electronic 
version of the study schedule or sharing videos on key aspects 
of participation can be highly effective. Data sharing is also a 
powerful approach to ensuring a positive trial experience. Patients 
want to know they are part of something bigger than themselves. 

Patient communities. Establishing meaningful connections 
and mechanisms for feedback allows sponsors to ensure that 
patient voices are heard throughout—and beyond—the duration 
of a study. Social media platforms and partnerships with 
advocacy groups are valuable for garnering unbiased viewpoints 
and uncensored perspectives. Patient engagement specialists or 
contract research organizations (CROs) with experience in this 
area can serve as the conduit between sponsors and patients, 
enabling authentic, candid conversations that increase study 
awareness and participation.
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Going with              
the Phlow
Company strives to provide essential medicines that are in low supply

JULIAN UPTON

Founded by Eric Edwards, MD, PhD, previously co-founder of pharma company Kaléo, and 
Virginia Commonwealth University (VCU) Professor B. Frank Gupton, Phlow (Richmond, 

VA) is a public benefit corporation “committed to ending shortages of essential medicines in the 
United States.” The corporation creates active pharmaceutical ingredients (APIs) and finished 
pharmaceutical products using state-of-the-art flow technology and other advanced manufacturing 
processes. With its partners, Phlow uses continuous R&D to improve the quality and yield and 
reduce the cost and environmental impact of pharmaceutical ingredients with the aim of one day 
“end[ing] the shortage of essential medicines for good.”

Established just over two years ago, Phlow quickly 
generated headlines, some of them controversial, as the 
corporation secured a contract of up to $812 million from the 
Trump administration to produce essential medicines that 
were in short supply or had vulnerable supply chains during 
the COVID-19 pandemic. In November 2020, however, 
Outsourced Pharma editor Louis Garguilo wrote of Phlow 
that no biopharma startup “has been as misconstrued, hastily 
judged in strategy and capability, or even labeled ‘political.’”

To get the Phlow story straight from the horse’s mouth, as 
it were, Pharma Commerce spoke recently with Edwards. In 
the interview that follows, he describes Phlow’s establishment 
and rapid route to success, and outlines his laudable if eye-
wateringly ambitious vision for the future of the corporation 
and the pharma supply chain in the US.

Can you tell us how Phlow got started?
We started because of the drug-shortage challenges in 

America. This was before COVID. I had been consulting 
on a project assessing why it is that in Virginia (where I am 
based) and indeed throughout the country, when you call 911 

or emergency services, an ambulance will show up but there 
will be two or three life-saving drugs not available on that 
ambulance. How could such a thing happen in America? So, 
I started looking into the core issues leading to shortages and 
then focused on pediatric and rare disease drug shortages. 
My co-founder and I set up a company that was modeled 
similar to Civica Rx, a large nonprofit that has really tried 
to disrupt, in a positive way, how drugs got to hospital 
customers. I connected with Civica’s president and CEO, 
Martin VanTrieste, and shadowed him and his team. I also 
met with the Civica board and started learning their model, 
which we wanted to apply to the pediatric drug space.

We actually had children’s hospitals that were ready to 
invest in us when COVID hit. When that happened, we 
started looking at the drugs that were in shortage and the 
drugs that were going to be needed for patients hospitalized 
with COVID-19. There was a 65% overlap between these 
drugs. The pediatric hospitals were saying, “We need you 
to make these drugs for us.” We went back to Civica, we 
linked up with AMPAC Fine Chemicals, which had the old 
Boehringer Ingelheim (BI) facility in Petersburg, VA, and 

http://www.PharmaceuticalCommerce.com


PROFILE

04.2022   /   Visit our website at www.PharmaceuticalCommerce.com / 47

we linked up with VCU’s Medicines For All Institute. Our 
co-founder, Frank Gupton, used to be in charge of process 
development for the Petersburg BI facility. He failed miserably 
at retirement and ended up becoming the dean of chemical 
and life science engineering at VCU; his specialization was 
new route synthesis using continuous processes and flow 
chemistry. So, right in the beginning of COVID, January 2020, 
we all came together as teaming partners and said, “If we don’t 
do something about these critical, mostly injectable, generic, 
essential medicines, we are going to have a disaster on our 
hands if COVID becomes a global pandemic.”

How did you get the government’s attention on the drug 
shortage problem?

At that time, the government was focused on the things 
that you would expect—personal protective equipment 
(PPE), diagnostics, vaccines, making sure there were enough 
ventilators, etc. But they weren’t looking at the fact that we 
weren’t even going to have the drugs you may need to actually 
get a patient onto the ventilator, drugs used to intubate patients 
and sedate them. The supply chain in America is not set up to 
easily allow a hospital to take a drug out of the channel, put it 
on the pharmacy shelf, and then say, “Oh look, we have extra 
medications, redistribute to other hospitals in need.” Nor is 
the Strategic National Stockpile (SNS) set-up to manage the 
numerous list of essential medicines. There were little-to-no 
essential medicines in the SNS at the time. Phlow was one of 
the first to reach out to the government and say, “You need to 
look at these essential medicines. There’s over 100 on FDA’s 
drug shortage list. Many of these are the ones you’re going 
to need for COVID-hospitalized ICU patients. If someone 
doesn’t make these drugs, or at least get a supply of them 
quickly, we could be in trouble.” 

We also alerted the government to the most vulnerable 
component of our essential medicine supply chain, which 
are the APIs. Over 80% of these come from outside the US, 
from India or China. We emphasized, “If one of these foreign 
nations decides to hold off on the exportation of these APIs, 
we’re also going to be in trouble.” As you might remember, 
India did exactly that. In March 2020, India shut down the 
exportation of 26 APIs. 

The question we wanted to answer with the government’s 
help was, “Are there certain medicines, no matter what, that 
a country should have direct end-to-end control over, even 
though we all believe in a global supply chain?” There’s no 
question we need a global supply chain, of course. But are 
there certain medicines or medical countermeasures that we 

need to have within America, with a resilient supply chain to 
manufacture them end-to-end right here at home in case of 
war, natural disaster, or a future pandemic that could disrupt 
the supply of these particular generic drugs? We could see 
that there was bipartisan agreement on this need to repatriate 
our supply chain; there were few examples of bipartisanship. 
There was just straight agreement that we needed to have 
more domestic supply chain resiliency and that we needed to 
rethink the SNS. 

Going back to the SNS challenges and the fact that there 
are over 100 essential generic medicines and their ingredients 
whose production was primarily outside the US, if you 
think about even one vial of any drug, it doesn’t come in 
just one formulation or one concentration. But the SNS in 
the US was never set up to store hundreds of millions of 
different concentrations and forms of these drugs. When the 
COVID-19 pandemic exposed these vulnerabilities in the 
US supply chain, we said, “There’s a better solution. We can 
look at the way we store these drugs and prepare for future 
pandemic preparedness.” 

And so, we worked alongside the Office of the Assistant 
Secretary for Preparedness & Response (ASPR) and the 
Biomedical Advanced Research and Development Authority 
(BARDA) on a new concept called the Strategic Active 
Pharmaceutical Ingredients Reserve (SAPIR). This is a long-
term, national stockpile of API, which presents a solution to 

Eric Edwards
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the question of how we plan for future supply-chain resiliency 
and do it in a cost-effective manner. 

The USG contract focused on two areas. Number one was 
the rapid-surge response. We quickly got the most vulnerable 
essential medicines into the SNS—delivering with the help 
of our partner, Civica Rx, over two million doses of essential 
medicines to the SNS when there were none in there to be 
distributed to hospitals if needed. The second area was to 
re-secure this entire industrial base, leveraging advanced 
chemistry and manufacturing end-to-end. We are building 
a lab that was looking only at new syntheses, leveraging 
continuous processes. If you know anything about continuous 
versus batch, continuous allows for higher yields, lower cost, 
lower environmental footprint and waste. The problem is that 
it is very expensive to implement. It is not realistic to try to 
compete against India and China in continuous manufacturing. 
But with the support of government helping to subsidize our 
infrastructure, initial programs and the team, it’s a different 
value proposition. The government said, “If we’re going to 
compete, we have to automate. Continuous manufacturing 
helps achieve that goal.” 

But what happens when we make a batch? How do you 
compete? We proposed that when we make a batch of a 
drug, we’re not going to make it for just a certain number of 
hospital systems, we’re going to make a batch for the country, 
a batch large enough to secure the API into a strategic API 
reserve. Our operational cost is decreased by having such large 
batches, and the API in some cases has a shelf life of 10 years. 
A typical supply chain would be three or four months to get 
from API to finished drug product. We have pre-positioned  
partners, including Fresenius Kabi and Civica Rx, who will 
be able to convert the API into finished drug dosage forms 
much faster. Civica, for example, is next to Phlow, building a 
substantial vial and pre-filled syringe fill-finish facility, and 
we can move these APIs right into fill-finish and get them 
converted through a network of 503B and abbreviated new 
drug application (ANDA) holder partners within 30 to 45 days. 

Reporting on Phlow back in May 2020, Pharma 
Commerce’s Nick Basta wondered “whether one 
company could make a meaningful difference?” There 
are limits to what you can do…

We’ve lost our industrial base in this country over 40 years. 
The government has doubled down on Phlow and is saying, 
“Let’s try this new model. Let’s see what this looks like.” And 
we are now working closely with the Biden administration, 
which has been extremely supportive of our efforts. But, of 
course, it’s going to take many more organizations than just us 

to solve for this broken supply chain. We’re hopeful that others 
are going to jump into this model. I think the government 
subsidizing infrastructure has to be something that occurs on 
an ongoing basis, given the fact that most of the medicines we 
are manufacturing are barely profitable. They have certainly 
shown the willingness, but China and India, as you have 
seen, are both doubling down and subsidizing their own bulk 
drug manufacturing plants in a major way. We’ve got to do 
the same thing by creating a US-based, resilient end-to-end 
supply chain. Phlow’s current focus is on small-molecule, 
injectable, essential medicines—over 60% of the drugs in 
shortage are injectable. By focusing there and really pushing 
the government to provide the incentives, we can gain further 
investment and hopefully be a trailblazer and pioneer who 
encourages others behind us to jump right in.

We’re almost two years on from your high-profile entry 
into the space. What tangible results have you seen from 
your initiatives and proactive work in that time?

We’ve done about five years of work in two years. Right 
at the beginning, it was all about the government helping 
us launch and providing rocket fuel to help catalyze Phlow’s 
ability to support the COVID response. But it’s up to us to 
have long-term commercial sustainability. Together with our 
partners, VCU’s Medicines for All Institute, AMPAC Fine 
Chemicals, and United States Pharmacopeia, we have been 
expanding Phlow’s R&D labs and now have one of the most 
well-equipped process development labs in the country staffed 
with exceptional chemists and pharmaceutical engineers. So, 
how do we leverage that commercially? 

First and foremost, we went back to our original impetus 
and we launched the Children’s Hospital Coalition, which 
is a group of leading children’s hospitals who were tired of 
uncertainty around the availability, cost, and quality of certain 
drugs for the pediatric population. Then we partnered with 
Fresenius Kabi, one of the largest generic sterile injectable 
manufacturers in the world, in a supply agreement, which 
immediately helps us support the Children’s Hospital Coalition 
with private-labelled product. We also have a commercial 
agreement with Civica that contemplates Phlow supplying 
API to Civica’s fill-finish facility. We have been building our 
facilities very quickly and will be up and running this summer. 
We’ve been executing on the government contract very well. 
Out of over 3,500 eligible small businesses, Phlow received the 
Health and Human Services Small Business Contractor of the 
Year Award for 2020.  

We have moved two of our programs from development 
into industrialization. Our first drugs for the children’s hospital 
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will be launched soon. There’s been a lot of rapid progress. We 
raised an oversubscribed Series A and now we’re in the middle 
of additional financing. It’s all about trying to create long-term 
sustainability that isn’t solely dependent on the US government, 
while still remaining a thought leader and capitalizing on the 
infrastructure being built right here in the US.

What is your long-term vision for Phlow?
It is our hope that Phlow becomes a leading, advanced 

CDMO, where a pharmaceutical company—whether or not 
they are funded by the US government—doesn’t have to look 
outside the US for an end-to-end advanced development and 
manufacturing solution. They can come to Phlow and we can 
develop a high-yield, high-quality process and then help them 
industrialize that into a finished dosage form. We have made 
much progress in a short amount of time to support this goal.

The second thing is that this whole issue around storing 
finished medicines is not a resilient future that we should 
be banking on. The SNS is not equipped to handle a future 
pandemic or public health threat with hundreds of millions of 
doses of hundreds of essential medicines, so we want Phlow 
to play a significant role in helping to operationalize a new 
strategic API reserve that is able to quickly convert API into 
finished dosage forms. The vision is to have multiple SAPIRs 
positioned not so dissimilar from the Strategic Petroleum 
Reserve, but throughout the country, ready to meet the 
demands of a natural disaster, a trade dispute, a war, or a future 
public health threat. 

In addition, there has not been a consolidated supply-and-
demand signal in the pharma industry that helps determine 
when a shortage is about to occur. Only when hospitals are 
short of a particular drug do the wholesalers and manufacturers 
realize that an issue exists. By the time FDA or the American 
Society of Health-System Pharmacists (ASHP) list a drug in 
shortage, a hospital has known about it for months. Having a 
reliable, predictive infrastructure that leverages advanced data 
and analytics to help support surge capacity in the future is 
something else I believe Phlow can play a role in.

Our vision is a bold one. We believe that every human 
being should have access to the essential medicines necessary 
to sustain life. But how is it that in America, we don’t have 
access to every essential medicine? So, we’ve got to fix this. It’s 
not just about advanced manufacturing. It’s about the supply 
chain and distribution. It’s about robust government support. 
We really have to reimagine the supply chain end-to-end, 
which involves not only the development of these drugs, but 
how they actually get to the most important stakeholder—
American patients. 
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Three ways 
technology can 
reduce time to 
therapy for specialty 
medications 

By Josh Marsh, Sr. Director of Operations, 
Cardinal Health™ Sonexus™ Access and 
Patient Support

The pharmaceutical patient journey is often thought to start 
when a medication is administered to the patient. But for patients 
prescribed a specialty medication, accessing the drug once 
prescribed can be a challenge.

With the specialty medication market expected to continue being a 
dominant force in the pharmaceutical industry,1 here are three ways 
pharmaceutical manufacturers can use technology to decrease 
time to therapy and get patients on life-saving drugs faster.
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Automating prior authorizations 
Due to the fragmented nature of our healthcare system, prior 
authorizations (PA) have historically been manual processes that can 
delay treatments by weeks or months. According to the American 
Medical Association, 94% of providers report delays in treatments due 
to the time it takes to complete PAs, with 79% of providers reporting 
that PA delays can lead to prescription abandonment.2 

Pharmaceutical manufacturers should look for tools and hub 
partnerships that can automate a large percentage of these 
authorizations and checks with real-time data (vs. historical data 
which may be inaccurate). These tools can save weeks worth of 
time, speeding access for patients.

Integrating EHR into patient  
support programs
We live in an era of different tools, platforms and logins for 
every manufacturer (and sometimes every product). Educating 
healthcare providers — who, research shows,3 are already burnt 
out from inputting information into EHRs and EMRs — on how to 
use another platform is no longer effective.

Pharmaceutical manufacturers should look for hubs or other 
partnerships that provide healthcare providers with digital channels 
to interact with their patient support program — which may mean 
directly integrating into their EHR. 

Batching benefits investigations 
Benefits investigations can be notoriously slow, taking a lot of manual 
time and labor to understand how individual healthcare plans will pay 
for the prescribed medications. During peak enrollment period, this 
process can take days, or even weeks, to complete. 

At Sonexus™ Access and Patient Support, we manage this with 
Benefit Source, our scalable tool that enables pharmaceutical 
manufacturers the ability to perform benefits verifications in a 
matter of seconds.

It is becoming increasingly clear that the future of healthcare 
lies in specialty medications. Now is the time for pharmaceutical 
manufacturers to upgrade how patients access these medications 
for a smoother transition.
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Benefits investigations can be notoriously slow, taking a lot of manual 
time and labor to understand how individual healthcare plans will pay 
for the prescribed medications. During peak enrollment period, this 
process can take days, or even weeks, to complete. 

At Sonexus™ Access and Patient Support, we manage this with 
Benefit Source, our scalable tool that enables pharmaceutical 
manufacturers the ability to perform benefits verifications in a 
matter of seconds.
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lies in specialty medications. Now is the time for pharmaceutical 
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HUB SERVICE PROVIDERS

Accredo Health Group
1640 Century Center Pkwy.
Memphis, TN 38134
888 608 9010  /  www.accredo.com

Asembia
200 Park Ave., Ste 300
Florham Park, NJ 07932
973 564 8004  /  www.asembia.com

Ashfield Patient Services
003 South Miami Blvd., Ste 500
Durham, NC 27703
919 401 8003  /  www.ashfield.com

AssistRx
4700 Millenia Blvd., Ste 500
Orlando, FL 32839  
855 421 4607  /  www.assistrx.com

Cardinal Health Sonexus Access  
& Patient Support
7000 Cardinal Pl.
Dublin, OH 43017
614 757 5000
www.cardinalhealth.com/sonexus

CareMetx
6931 Arlington Rd., Ste 308
Bethesda, MD 20814
301 656 1080  /  www.caremetx.com

Conduent Inc. 
100 Campus Dr., Ste 200 
Florham Park, NJ 07932
844 ONE CNDT  /  www.conduent.com

ConnectiveRx
200 Jefferson Park
Whippany, NJ 07981
908 809 6100 
www.connectiverx.com 

Coram CVS Specialty Infusion Services
555 17th St., Ste 1500
Denver, CO 80202
800 423 1411  /  www.coramhc.com

Covance Inc.
10300 Campus Point Dr., Ste 225
San Diego, CA 92121
858 352 2300  /  www.covance.com

CoverMyMeds
2 Miranova Pl.
Columbus, OH 43215
866 452 5017/www.covermymeds.com

Diligent Health Solutions
4800 East Street Rd., Ste 100
Feasterville-Trevose, PA 19053
267 768 7191
www.diligenthealthsolutions.com

Eversana
190 N Milwaukee St.
Milwaukee, WI 53202
414 299 4900  /  www.eversana.com

Human Care Systems
84 State St., Ste 720
Boston, MA 02109
617 645 0806
www.humancaresystems.com

KnippeRx
1250 Patrol Rd.
Charlestown, IN 47111
855 647 7379   /   www.knipperx.com

Lash Group / AmerisourceBergen
1800 Innovation Point
Fort Mill, NC 29175
800 357 5274  /  www.lashgroup.com

McKesson Specialty Health
10101 Woodloch Forest
The Woodlands, TX 77380
855 477 9800
www.mckessonspecialtyhealth.com

Nuvera Life Science Consulting
2 Ridgedale Ave.
Cedar Knolls, NJ 07927
775 468 8372  /  www.nuveracg.com

Occam Health Services
45610 Woodland Rd., Ste 320
Sterling, VA 20166
855 622 2647  /  www.occamhealth.com 

Optum Frontier Therapies
325 W Atherton Rd., Ste 1
Flint, MI 48507
855 768 9727
https://frontiertherapies.optum.com

OptumRx / Briova
11000 Optum Cir.
Eden Prairie, MN 55344
855 427 4682  /  www.optum.com 

PharmaCord
6100 Dutchmans Ln.
Louisville, KY 40205
502 805 3400  /  www.pharmacord.com

RareMed Solutions
305 Merchant Ln.
Pittsburgh, PA 15205
833 676 7273   /  www.raremed.com

RxCrossroads by McKesson
1901 Eastpoint Pkwy.
Louisville, KY 40223
502 318 1100  /  www.rxcrossroads.com

Shield Health Solutions
100 Technology Center Dr.
Stoughton, MA 02072
781 566 5066  /  www.shieldrx.com

TrialCard
2250 Perimeter Park Dr., Ste 300
Morrisville, NC 27560
919 415 4041  /  www.trialcard.com

United BioSource LLC (UBC)
920 Harvest Dr. 
Blue Bell, PA 19422
215 591 2880  /  www.ubc.com

Vivaleas US, LLC
2400 Ansys Dr., Ste 102
Pittsburgh, PA 15317
800 509 5480 

Patient Support/Hub 
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www.cardinalhealth.com/sonexus
http://www.caremetx.com
http://www.conduent.com
http://www.connectiverx.com
http://www.coramhc.com
http://www.covance.com
http://www.covermymeds.com
http://www.diligenthealthsolutions.com
http://www.eversana.com
http://www.humancaresystems.com
https://protect-us.mimecast.com/s/qQSSCW6RlRiz6ElyhxZ-Vj?domain=knipperx.com/
http://www.lashgroup.com
http://www.mckessonspecialtyhealth.com
http://www.nuveracg.com
http://www.occamhealth.com
https://frontiertherapies.optum.com
http://www.optum.com
http://www.pharmacord.com
http://www.raremed.com
http://www.rxcrossroads.com
http://www.shieldrx.com
http://www.trialcard.com
http://www.ubc.com
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VMS BioMarketing
501 Pennsylvania Pkwy., Ste 100
Indianapolis, IN 46280
317 805 6617 
www.vmsbiomarketing.com

IT SOLUTION PROVIDERS

Accenture Intelligent Patient Services
1 North Clark
Chicago, IL 60601
312 693 0161  /  www.accenture.com

AssistRx
4700 Millenia Blvd., Ste 500
Orlando, FL 32839
407 377 1281  /  www.assistrx.com

Converge Health / Deloitte
275 Washington St., Ste 200
Newton, MA 02458
617 243 3700  /  www.deloitte.com

S3 Connected Health
405 Lexington Ave., 25th Fl
New York, NY 10174
917 368 8060
www.s3connectedhealth.com

SymmetryRx
150 N Radnor Chester Rd., Ste F200
Radnor, PA 19087
610 977 2400 / www.symmetryrx.com

Therigy
2301 Maitland Center Pkwy., Ste 201
Maitland, FL 32751
844 484 3744  /  www.therigy.com

Virmedica
6 Research Dr., Ste 210
Shelton, CT 06484
203 845 0551  /  www.virmedica.com

Welkin Health
3265 17th St., #304
San Francisco, CA 94110
415 967 2483
www.welkinhealth.com

DATA PROCESSING & 
AGGREGATION

Claritas Rx
400 Oyster Point Blvd, Ste 329
South San Francisco, CA 94080
415 689 7180
www.claritasrx.com

CoverMyMeds
2 Miranova Pl.
Columbus, OH 43215
866 452 5017
www.covermymeds.com

ExceleraRx Corp. 
2100 Summer St., NE, Ste 260
Minneapolis, MN 55413
612-293 0378  /  www.excelerarx.com

Integrichain
8 Penn Center
1628 JFK Blvd.
Philadelphia, PA 19103
609 806 5005
www.integrichain.com

LiquidHub / Cap Gemini
500 E Swedesford Rd., #300
Wayne, PA 19087 
484 654 1400  /  www.liquidhub.com

OptimizeRx Corp
400 Water St., Ste 200
Rochester, MI 48307
248 651-6568 x 815
www.optimizerx.com 

PARx Solutions
20 Burlington Mall Rd., Ste 430
Burlington, MA 01803
866 725 7279
www.parxsolutions.com

ProMetrics, LLC
480 American Ave.
King of Prussia, PA 19406
610 265 6344  /  www.prometrics.com

Real Endpoints
1698 Post Road E, Ste 1A
Westport, CT 06880
203 517 4785
www.realendpoints.com

Shyft Analytics / Medidata 
110 High St.
Boston, MA 0211
781 547 7500
www.medidata.com

ValueCentric
23 Cobham Dr.
Orchard Park, NY 14127
716 972 1600  /  www.valuecentric.com

ZappRx
100 Franklin St.
Boston, MA 02110
855 205 8495  /  www.zapprx.com

CONSULTING FIRMS

CSI Specialty Group
400 Lexington Green Ln.
Sanford, FL 32771
407 688 6727  /  www.csigroup.net

Helio Health Group
89 Headquarters Plaza N, #1443
Morristown, NJ 07960
201 966 9656
www.heliohealthgroup.com 

Precision for Value
60 E 42nd St., Ste 1325
New York, NY 10165
212 686 2650
www.precisionmedicinegrp.com

Two Labs, LLC
3785 Attucks Rd.
Powell, OH 43065
614 389-4004  /  www.twolabs.com

Provider Directory
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Shedding the Secondary Label 
It’s time to include hubs in the patient treatment journey
BY JOSH MARSH, CARDINAL HEALTH SONEXUS ACCESS AND PATIENT SUPPORT

Early on in my career while working in a pharmacy, I witnessed
the dilemma that thousands of patients in the US face daily: 

the choice between paying for an expensive drug or paying for 
other life expenses. Despite working in a healthcare field, I was 
unaware of programs that could support patients struggling to 
overcome reimbursement, financial, and adherence hurdles.

My interest in helping these patients eventually led me to 
research options and join the world of patient support services. 
Today, I lead a team that annually helps more than 200,000 pa-
tients on specialty therapy get the support they need in real time.

Yet, I still think back on my time in pharmacy when I, like 
so many of my colleagues, didn’t know about the options avail-
able to patients, mainly because they are considered a second-
ary service. As a healthcare professional (HCP), it took me 15 
years to understand all of the resources that are available to pa-
tients to assist them with getting on—and staying on—therapy. 

This led to two key questions to focus on: 
•  How could we expect a patient who has just been diagnosed

with a new disease state to possibly understand services most 
HCPs are unaware of? 

•  How can we better educate HCPs about these programs?
Over the past year, my team has been working to develop

solutions that respond to these questions, with one overall 
theme emerging: when enrollment in patient hub services is a 
primary step in the patient treatment journey, support services 
increase in both awareness and usage. This is cemented in re-
search that shows while almost two out of three people (63%) 
with chronic conditions said they would opt into pharma patient 
support programs, 80% were unaware of programs that might 
be available to them.1 With this knowledge on hand, it’s vital that 
the pharma industry develops products and services for patients 
that ensure patient hubs are not seen as secondary services.

Build options that patients want
It’s no secret that healthcare paperwork can be painfully 

time-consuming and slow. For patients with chronic or complex 

diseases, the paperwork required to ac-
cess medical care can seem never-ending. 
This can often lead to missed steps that 
could mean missed doses of life-saving drugs, especially during 
the patient hubs’ busy months of insurance re-enrollment.

To combat this, our technology team used healthcare re-
search and user experience expertise to create a patient portal 
that would offer patients an option to submit paperwork elec-
tronically, complete with a patient journey tracker, next steps, 
and other key information. In the first year, 40% of patients 
chose this portal over simply uploading paperwork with no oth-
er data, or mailing data in. It also shaved weeks off the re-enroll-
ment process and gave patients better insight into the process.

Integrate services for better HCP education
With so many patient support programs, it’s impossible 

to assume that providers or their staffs will remember all the 
pharma-sponsored ones, especially when they are focused on 
the clinical aspects of care. This led us to examine integrating 
patient support program information directly into providers’ 
workflows for better education around program availability, 
while also eliminating the need for extra steps for already-busy 
physicians to follow. One way to accomplish this is by integrat-
ing directly into electronic health records (EHRs). This enables 
the patient programs to exist within the HCP workflow.

Just these two small changes put patient support programs 
at the forefront, making them easier to understand and acces-
sible, and ensuring socioeconomic factors are remembered 
on top of clinical factors (for patients and providers), getting 
patients on—and keeping them on—the necessary therapies.

ABOUT THE AUTHOR
Josh Marsh is Sr. Director of Operations, Cardinal Health 
Sonexus Access and Patient Support.  
1. “Patient Experience Survey Uncovers Strong Desire for Support Services from
Pharma Manufacturers,” Businesswire.com, Feb. 25, 2020.
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