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F R O M T H E E D I TO R

Easy Listening
Something I’ve been keen to do
since joining Pharmaceutical Commerce
is to take advantage of the magazine’s
increased publication rate (now six
times a year) and move away from
single-themed issues to an approach
that offers a broader overview of the key
areas. In this way, I hope Pharma Commerce can reach more
regularly into all corners of the readership. This month’s issue is
a good example of this approach, with lead features on economic
development and the current wholesaler landscape, supported
by articles and interviews on a variety of subjects, including
visibility and sustainability in the cold chain; the practice of
postponement in manufacturing; building effective patient
support programs; and the future of the healthcare supply chain.
Complementing the span of topics covered by each
magazine issue are Pharma Commerce’s editorial podcasts,
which we’ve been rolling out for over a year now and which
bring additional insights to our key areas of focus. Just in the
last six months, 12 episodes of the podcast—each of which
features a conversation with an industry opinion leader or
vendor—have delved into a range of subjects, including
product launch, pricing, manufacturing, pharmacovigilance,
artificial intelligence, real-world evidence, and the impact of
COVID-19 on mergers and acquisitions.
To single out a few episodes in particular, in the area of
patient support, we spoke to Diana Villanova of COEUS
Consulting Group in July about how drug producers can use
patient and channel strategies to maximize payoff. In March,
Sandra Anderson of Innomar Strategies talked about bringing
products to market and the progress of the patient journey
in Canada. And in February, Ardy Arianpour, CEO and cofounder of Seqster, detailed his personal quest to topple dataaccess barriers in digital health.
On the subject of supply chain, in May, David Sanders of
Coherus BioSciences talked to us about his role with Securing
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Subjects include drug launch,
pricing, manufacturing,
pharmacovigilance, AI,
real-world evidence, and
the impact of COVID on M&A
America’s Medicines and Supply, a multi-industry coalition of
companies aiming to strengthen the security of the medical
supply chain in the US. In April, Dennis Wright of Omnicell
discussed medication nonadherence and efficient ways to
use pharmacists’ expertise to create an effective supply chain;
also in April, Adham Yehia, co-founder and chief operating
officer of DrugStoc, a cloud-based distribution platform
connecting manufacturers to hospitals and pharmacies across
Africa, outlined the logistical obstacles of distribution in that
part of the world.
In the pricing realm, in July, Nelly Rose of NFP addressed the
increase in prescription drug spending, along with ways to find
more affordable options for driving down pharmacy spend;
and in January, AJ Loiacono, CEO of Capital Rx, a pharmacy
benefit manager and health tech firm, provided his formula
for providing more transparency in pricing and the importance
of simplifying complex administrative and workflow barriers
between pharmacies, payers, and other entities.
All of these episodes and more are available to listen to at
www.pharmaceuticalcommerce.com/editorial-podcasts. At
just 12–20 minutes long, they take the sometimes complex
issues that are close to the hearts of the Pharma Commerce
audience and turn them into listening that is quick and easy, as
well as stimulating and informative.
- Julian Upton jupton@mjhlifesciences.com
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Pharma Wholesalers
& Economic Development
Pharmaceutical Commerce’s August issue takes a deeper dive into the inner
workings of pharma’s distribution sector, which like many links in the supply
chain, has endured its share of hardships and challenges. Contributing Editor
Suzanne Shelley explains in her feature (page 6) that distributors are constantly
reacting to factors that pose a threat to weakening medicine supply—with
challenges ranging from unpredictable availability to the need for improved datadriven visibility. Julian Upton, PC’s editor-in-chief, sheds light on the life science
offerings presented by lower-cost regions of the US—areas that are arguably
overshadowed by the likes of Boston, San Francisco, and San Diego. His report
spotlights opportunities in Texas, Wisconsin, and Minneapolis-St. Paul.
Further, A&M’s Lee Feander observes that when it comes to postponement, or
late-state customization, there is high demand for it in the pharma manufacturing
space, as “COVID-19 increased the demand for patient-centric supply chains,
and approvals for high-value, small-patient population medicines are rising.”
Amy Shortman of Overhaul outlines the importance of visibility technology and
digitization in order to combat supply chain crises, while Samsung Bioepis’ Kris
Soyoung Lee describes how environmental, social, and governance (ESG) are the
overarching headliners, but within that grouping, sustainability is key, especially
when it comes to reshaping the industry.
A large portion of our audience are leaders in the patient-support space, and
in June, we were pleased to attend the Patient Assistance & Access Programs
conference in Parsippany, NJ, which was co-hosted alongside Hub and Specialty
Pharmacy Models East. Topics ranged from evolving one’s patient assistance
program to ensuring continuity of care across the patient journey. The conference
was thorough and thought-provoking, and you can expect to see some of its most
salient insights and observations explored in our upcoming patient-support content.
As always, thank you for reading.
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Pharma Distribution:
Carving New Ground
Pharmaceutical distribution today is anything but monolithic. While companies in this
space are grappling with issues ranging from inflation and supply chain disruption to
workforce scarcity and DSCSA implementation, there’s still plenty of room for smaller
players to stake out part of the terrain to call their own
SUZANNE SHELLEY, CONTRIBUTING EDITOR

T

he complex pharmaceutical distribution ecosystem in the US was recognized by the federal
government as being “critical infrastructure” during the COVID-19 pandemic—and for good
reason. Pharmaceutical distributors large and small provide vital connective tissue by consolidating,
delivering, and returning orders and handling recalls among thousands of manufacturers and
hundreds of thousands of individual pharmacies, hospitals, healthcare facilities, and other sites of care.
With disruption being more the rule than the exception these days, distributors continue to react and
adapt to an ever-changing array of factors that threaten to undermine the steady supply of critical
lifesaving medicines to hospitals, pharmacies, healthcare providers, and patients. All continue to
innovate and automate to maximize business continuity for themselves and their manufacturer clients.

Biopharma companies and their third-party distributor
partners tend to organize their programs into four main
distribution buckets: wholesale, specialty, physician, and direct.
The “Big Three”—AmerisourceBergen, Cardinal Health,
and McKesson—dominate the distribution of products in
the wholesale (primary care) and generic space, and these
companies are increasingly distributing specialty therapies.
Their prominent role in the overall US economy has helped
them to gain favorable recognition in the vaunted Fortune
500 ranking. According to the latest (2022) ranking, based on
revenue for the fiscal year that ended in September 2021:
•

McKesson holds the No. 9 spot, with $238 billion
in revenue
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•
•
•

AmerisourceBergen holds the No. 10 spot, with $214
billion in revenue
Cardinal Health holds the No. 15 spot, with $160
billion in revenue
The share of market flowing through the Big Three
grew from 87% in 2013 to 92% in 2017, according to a
2019 report from Deloitte1

“The Big Three dominate the wholesale distribution
category, but when considering specialty, orphan and rare,
and cell-and-gene therapies, it bifurcates pretty fast,” says Bill
Roth, general manager and managing partner of Blue Fin
Group, an IntegriChain company. “There are new distribution
companies coming into this space that offer manufacturers
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higher degrees of collaboration and service. So there’s still
plenty of opportunity for smaller companies to thrive in this
space.” Today, smaller players are continuing to finetune their
strategy and specialize their offerings, so they are not left
behind. “Within pharma distribution today, it’s pretty much
‘go big, go niche, or go home,’” adds Roth.
For example, there is Accredo, a wholly owned subsidiary
of Express Scripts, the pharmacy benefit manger (PBM) giant
(which is owned by Cigna). Accredo is the exclusive specialty
pharmacy and distributor for Biogen’s Spinraza (nusinersen),
a therapy for patients with spinal muscular atrophy. “Accredo
is the only distributor of Spinraza, so every doctor and every
hospital that wants to access this therapy must buy it from the
company,” says Roth. “Many smaller companies say, ‘I can’t
play in the specialty distribution space. But if a company is
able to win a contract to be the exclusive distributor for even
one high-value specialty therapy like Spinraza, that’s still a
viable business model.”

What’s keeping distributors up at night?

Credit: Blue Fin Group

From the 50,000-foot view, a diverse array of drivers is
shaping the pharma distribution landscape today, including:
• Unpredictable product availability
• Supply chain disruptions
• Labor constraints and the competition for talent
• Opioid litigation
• Implementation of the Drug Supply Chain Security Act
(DSCSA)
• The need for ongoing innovation and improved datadriven visibility
On a more granular level, these additional issues are
keeping distributors up at night, says Roth:
• How to maintain bundled buying and selling
arrangements with national accounts
• How to provide value to manufacturers and downstream
channels for specialty, orphan and rare, and cell and
gene therapies
• How to better understand the nuanced differences
around products, related to therapeutic area, drug class,
product archetypes, and benefit structure
• Understanding regulations that manufacturers face
relative to fees and discounts
• How to reconcile advice coming from other distributors,
consulting firms, and legal firms
• How to conduct bona fide fair market value (FMV)
assessments and by which organizations

Bill Roth
•

How FMV influences downstream healthcare
provider reimbursement

The top three distributor organizations recognize these
evolving complexities and the need to adjust.
“As more innovative therapies hit the market, it’s our
responsibility to make these products accessible for our health
system, community practice, pharmacy customers, and the
patients they serve,” says Heather Zenk, president of supply chain
operations and distribution services at AmerisourceBergen.
Victor Crawford, CEO, pharmaceutical segment for
Cardinal Health, who also serves on the board of directors for
the Healthcare Distribution Alliance (HDA), adds, “We are
continuously troubleshooting issues that impact our customers
and are staying close to our sourcing and inventory teams, and
[are] working closely with our pharmaceutical manufacturer
partners to develop strategies that minimize risks and the
potential for disruption.”
Citing its technology, safety measures, and patient-first
approach, Ammie McAsey, senior vice president of customer
distribution experience for McKesson, says: “We are focused
on attracting, developing, and retaining talent that believes in
innovation and has the skills required to help bring our growth
platforms to life.”

08.2022 / Visit our website at www.PharmaceuticalCommerce.com / 7

IN FOCUS

We must continue to evolve
our approach to labor to
ensure we’re investing in
the right ways to create the
most value and giving
our team members
opportunities to grow
Similarly, ongoing complexities within today’s labor market
underscore the importance of maintaining and investing
in the right talent. “There is currently a significant need for
e-commerce and warehouse workers across the pharma supply
chain. That said, as an industry, we need to start shifting
how we’re thinking about skills and capabilities within our
workforce,” notes Zenk.
With regard to the growing use of automation, she explains:
“We’re not replacing human workers, but instead, we’re
using technology in conjunction with our talent to increase
overall efficiency and augment our overall capabilities. We
must continue to evolve our approach to labor to ensure we’re
investing in the right ways to create the most value and giving
our team members opportunities to grow in their roles.”
Meanwhile, to address what he calls “the unprecedented
labor shortages on operations within our own facilities and
partners in the global supply chain,” Crawford of Cardinal
Health explains, “Over the past six months, we have rebalanced
our wages for our front-line workers to ensure marketcompetitive compensation.”

The financial landscape

According to Roth, for several years, pharma distributors
had been operating in a classic arbitrage model: “buy low and
sell high.” But more recently, these companies have morphed
into more of a bona fide fee-for-service model, and this has
created constraints on what the manufacturer can pay their
distributor partners. Today, drug manufacturers launching a
new drug into the US distribution market are confronted with
the need to pay all forms of indirect distribution as a FMV
fee for service. However, Roth notes that the definition is not
always clear, and confusion over the FMV fee for service can
arise based on:
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a) How well the drug manufacturer understands the
regulations around the topic
b) W hat advice the manufacturer is receiving from
distributors, consulting firms, and legal teams
c) Which third-party partner the manufacturer chooses to
conduct the FMV evaluation,
d) How their legal team guides the process
The importance of getting this done compliantly is that if the
process doesn’t align to regulatory standards, the manufacturer
is at risk of violating several federal laws, including antikickback statutes, false claims, and defrauding either Medicare
or Medicaid. To avoid potential pitfalls, Roth says that drug
manufacturers must engage experienced legal counsel and hire
a third-party expert that is licensed and insured to conduct this
type of due diligence.
Meanwhile, he notes that while inflation and supply chain
challenges have continued to drive up the cost of labor, fuel,
and raw materials, these economic factors are often not
appropriately factored into the current FMV due to lag time,
as the FMV is typically updated only every three years or so.

Room at the table

Within the pharma landscape, there are three basic product
archetypes—branded therapies, generic therapies, and highcost specialty medications. Specialty medications are defined as
those that are used to treat chronic, complex diseases, orphan
drugs for rare diseases, and cell and gene therapies, all of which
have complex criteria related to the distribution, delivery, drug
administration, and safety. Today, the biggest categories in the
specialty medication category are oncology, immunology, and
neurology.
Within the wholesale distribution channel, a prime vendor
model usually prevails. With this approach, a given distributor
typically holds exclusive contracts to deliver pharmaceutical
and related products to retail pharmacies, hospitals, and
government accounts (Physician offices buy from other forms
of distribution).
“By comparison, the distribution of specialty therapies
follows a very different path from the primary vendor
distribution model,” explains Roth. “Within the specialty
medication space, no single distributor is able to carry every
available specialty therapy, so hospitals and physician offices
will need to purchase specialty medications from all of the
different specialty distributors.”
In recent years, a growing number of smaller companies that
have made a name for themselves in the specialty medications
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distribution space include BioCareSD, Morris & Dickson,
Anovo, CureScript, and others. “The reason a manufacturer of
a given specialty medication will be more open to partnering
with these smaller, newer players is that there are really no
economies of scale to be found when handling an exclusive
or highly limited drug, or a drug with a limited patient base
or distribution network,” says Roth. “Frankly, when working
with most specialty products, they are used for smaller patient
populations and, therefore, fewer sites of care. And these sites of
care will source product from where it is available, as opposed
to some preferred route of distribution. Again, the patient
populations and unit volume are just too small to consider
broad distribution access.”
Similarly, the smaller, specialized distributors are able to
differentiate themselves by “really getting into the knowledge
of the product in terms of the therapeutics landscape and the
drug itself, the product archetype, and the benefits structure, as
oncology works differently from immunology and neurology,”
adds Roth. In addition to being geared toward their area of
expertise, these smaller distributors are also more nimble and
have lower overheads. “Every transaction matters, so that’s
their competitive advantage.”
On the other end of the spectrum, scale brings its own
advantages. “We have the infrastructure, relationships, and
scale to ensure these critical medications reliably reach their
destinations every day, and we continue to invest in and expand
our network alongside the growing specialty pipeline,” says
AmerisourceBergen’s Zenk.
Later this year, AmerisourceBergen will open a new
specialty distribution center in Montclair, CA. The company
also acquired Alliance Healthcare from Walgreens in June
2021, one of the largest wholesalers in Europe. “This will help
us to significantly expand our reach, solutions, and capabilities
in pharmaceutical distribution throughout Europe and
beyond,” she adds.

Credit: McKesson

Investing in technology and partnerships

The past two-and-a-half years have underscored the need to
ensure business continuity in all facets of healthcare delivery. For
today’s leading pharma distributors, that has meant investing in
technologies that enable real-time visibility, improved logistics
management, increased automation, data analytics through the
use of machine learning, and artificial intelligence (AI).
“ The integration of technology such as artificial
intelligence and advanced automation within our distribution
centers will improve operational excellence and create the
optimal customer experience,” says McAsey of McKesson.

Ammie McAsey
“We’ve been investing in technology to notify stakeholders
about contingency plans and business-continuity strategies
in order to safeguard patient care.” By way of example, she
notes that McKesson has partnered with Accuweather to have
access to an advisory meteorologist 24 hours a day, 365 days
a year, to plan around potential weather-related disruptions
to the company’s distribution and transportation operations.
The goal of recent technology investments, according to
Crawford, is to “build a cognitive supply chain that plans
and executes with a high degree of accuracy, and delivers
phenomenal speed and reliability balanced with the right cost.”
Meanwhile, Zenk adds, “We’re also keenly focused
on policy. Through our advocacy arm, we’re constantly
watching how the legislative and regulatory landscape
is evolving and communicating with our partners and
customers accordingly.” For example, she says, “We’re
continuing to look for opportunities with not only FDAapproved products, but also Emergency Use Authorization
(EUA) therapies, as the industry gets more comfortable
using EUA to expand and protect patients’ access to care in
times of uncertainty or crisis.”
Cardinal Health has created several strategic partnerships
to help address current challenges and meet future demands.
In June, the company launched a collaboration with Zipline,
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Within pharma distribution
today, it’s pretty much ‘go
big, go niche, or go home’
improve the reliability of pharmaceutical product shipments
in transit.

DSCSA’s impact on distributors

Cardinal Health is partnering with Ember Technologies on the
Ember Cube, a reusable container for shipping 2-8°C medicines.
a provider of instant logistics, to enable long-range drone
delivery of on-demand pharmaceutical products to retail
pharmacy locations. As part of the initial rollout, Cardinal
Health is now using drones to deliver certain pharmaceutical
products and medical supplies to Cannon Pharmacy Main,
an independent pharmacy chain that services multiple North
Carolina locations, to help mitigate the risk of inventory stockouts and reduce barriers for patient access.
Zipline operates the world’s largest automated on-demand
delivery service, which is said to reduce delivery emissions
by 98% compared to standard delivery options, and has the
potential to create a more personalized and faster customer
experience. To date, the company has made more than 300,000
commercial deliveries containing more than five million units
of vaccines and other medical products.
Cardinal Health is also partnering with Ember Technologies
to deliver a cold-chain solution that ensures product integrity
and security “while significantly reducing shipping waste
in the transport of temperature-sensitive medicines,” says
Crawford. Specifically, the Ember Cube “is the world’s first selfrefrigerated, reusable shipping box to transport temperaturesensitive biologic medicines that uses cloud-based temperature
reporting and GPS location tracking, providing us with
unprecedented visibility to action if real-time intervention is
needed,” he contends.
Meanwhile, by partnering with FourKites, whose supply
chain visibility platform integrates machine learning and AI,
Cardinal Health is working to enhance real-time visibility and
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The full track-and-trace serialization requirements of
DSCSA go into effect in November 2023. “We believe DSCSA
is a key step forward in securing the pharmaceutical supply
chain in the United States,” says Zenk. “Currently, the different
standards and regulatory requirements across state lines create
complexities and a patchwork system, so we are looking ahead
to full DSCSA implementation, which will bring greater
interoperability, and the standardization of technology, data,
third-party logistics (3PL), and licensing requirements will
help create a harmonized, safer, and more secure system for all.”
“By including new rules impacting wholesalers and 3PLs
into DSCSA, there will be process and standardization across
the country, building upon some of the more stringent existing
state rules, and hopefully resulting in a more streamlined
licensure process,” adds Crawford. However, he notes, “To
smooth the process, FDA must be clear and consistent in the
guidance as to how the states will act to enforce the new federal
standards and traceability provisions.”
Zenk believes it’s important for the industry to continue
to help lawmakers better understand the distribution
space and inform the most effective change. “Connectivity,
communication, and transparency between stakeholders will
be critical throughout the implementation process, as any weak
link in the supply chain creates a weak link for all,” she says.
In March, the HDA Research Foundation released
survey results that indicate that healthcare supply chain
partners “remain in the formative stages” of establishing the
interoperable transaction data connections required to comply
with DSCSA by the pending deadline of Nov. 27, 2023. HDA’s
latest Electronic Product Code Information Services (EPCIS)
Implementation Benchmarking Survey assesses the industry’s
progress in adopting the GS1 system of standards for EPCIS
and trading partner plans for sending data.
According to HDA, EPCIS is currently the only widely
recognized international standard that allows supply chain
partners to share DSCSA-required data in a secure, electronic,

Credit: AmerisourceBergen
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and interoperable manner. “Clearly, industry stakeholders have
made important decisions and progress since last spring, but
establishing EPCIS connections remain a slow and complex
process,” said Perry Fri, executive vice president, industry
relations, membership education for HDA and chief operating
officer of the HDA Research Foundation.
DSCSA implementation is creating opportunity for thirdparty experts, as nearly 70% of drug manufacturers report
that they plan to use a third-party partner to connect (a
seven-percentage-point increase from the previous survey).
According to HDA, respondents cite a range of challenges for
their progress to date, including a lack of guidance, delays due
to FDA’s past enforcement discretion, and the perception by
some that the agency will postpone the deadline, insufficient
employee resources, and the inability to dedicate an IT team to
test and implement EPCIS.
“Supply chain partners have their work cut out for them
over the next [several] quarters. While we acknowledge that
many manufacturers have made progress to exchange data
via EPCIS, very few are sending it in production,” said Justine
Freisleben, vice president, industry relations, HDA, at the time
of the survey announcement. “With more companies relying on
solution providers to connect, open lines of communication and
coordination with distributors will be key—especially since a
third-party connection adds a layer of complexity. Reversing the
perceived lack of trading partner commitment and resources
also will be important to share the continued safety and
reliability of the US healthcare supply chain beyond 2023.”
When it comes to DSCSA implementation, a big, albeit
widely overlooked, question is how ubiquitous the track-andtrace serialization will impact legacy policies and processes
such as recalls, returns, and chargebacks. Because traceability
down to the unit of sale doesn’t currently exist, our industry
uses broad policies to guess at what a reimbursement scenario
should be.
“Once DSCSA takes full effect, a big unknown is what drug
manufacturers could request from their distributors regarding
unit-level serialization,” explains Roth of Blue Fin Group. “Will
serialized identification help or hurt when stakeholders are able
to track a unit of sale down to a finite transaction and dollar
amount? Can returns now be a 1:1 for what was paid versus
some percentage of a moving dollar value?”
Under the current chargeback scenario, not all returned
products have a reverse chargeback associated, and even if there is
one, it’s not always at the then-current wholesale acquisition cost
(WAC) or contract cost that ties back to the original transaction
set. (Note: For returns, there are manufacturers that have policies

Heather Zenk
that cover returnable goods to the manufacturer at the WAC
less 10% or WAC less 5%.) “Now that transactions can be tied to
the unit level, returns can be credited at the exact dollar amount
that ties to the original transaction,” adds Roth. “Similarly, recalls
don’t have to involve the nation’s pharmacies searching their
shelves for lot numbers that may be affected. Following DSCSA
implementation, the last shipper of the product should have
100% visibility to all the products in question for recall. It will
be fascinating to see what visibility manufacturers are provided.
And this might unlock a new set of fee-for-service, which could
be another revenue stream for distributors.”
“While COVID-19 jumpstarted collaboration between supply
chain partners and government entities and showcased the
resilience of the supply chain, we need to keep that momentum
going,” says Zenk. “As we begin to settle into a ‘new normal,’
we can’t revert or lose sight of the progress we’ve made as an
industry. We must continue to collaborate across the public and
private sectors to co-create solutions that drive efficiencies and
increase overall visibility across the supply chain.”
Reference
1. https://www2.deloitte.com/content/dam/Deloitte/us/Documents/life-sciences-health-care/us-hda-role-of-distributors-inthe-us-health-care-industry.pdf
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Regions On Rise: Life
Sciences Across US
Exploring the competitive and unique offerings in three of the US’s lower-cost economic
development regions—and how success in these areas has been boosted by COVID
JULIAN UPTON

A

recent article in the Financial Times (July 7, 2022) discussed how New York was struggling
to lure large-scale life sciences companies in the shadow of Boston, San Francisco, and San
Diego, those “thriving” life sciences hubs that are “the envy of mayors and economic development
planners.” New York City, bemoaned Joel Marcus of real estate firm Alexandria, is simply “too
expensive to host large-scale life sciences companies.” The article countered though that after a
“sluggish start,” the life sciences industry has “begun to percolate in NYC,” with a record 433,000
square feet leased to companies in the city in 2021. Nevertheless, it is interesting to note that even
a commercial powerhouse like New York has a very long way to go before it can reach the heights
of Boston–Cambridge, the San Francisco Bay Area, and San Diego, the biggest three life science
clusters in the US.
With its cost of living, taxes, and premium real estate, New
York may not yet present a viable alternative to those other
high-profile areas, but there are other regions across the US
that offer facilities, expertise, and talent on a par with the big
clusters for a lot less capital outlay. Pharma Commerce looks at
the some of the competitive offerings and unique life sciences
opportunities in three such regions—Texas, Wisconsin, and
Minneapolis–Saint Paul (MSP)—and reviews how success in
these areas has been boosted by COVID-19.

Texas

Texas is home to the headquarters of Fortune 500 companies
McKesson, Tenet Healthcare, and Kimberly-Clark, as well as
more than 6,000 firms in the biotech and life sciences sector.
Galderma, Novartis, Abbott, Allergan, Lonza, Johnson &
Johnson (J&J), and Merck all have significant operations in
the state. Texas also houses six of the nation’s top 100 medical
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schools and $6.6 billion in annual research and development
(R&D) expenditures. The Texas Medical Center (TMC) in
Houston is the largest medical complex in the world and is
partnering with three universities—University of Texas Health
Science Center, University of Texas MD Anderson Cancer
Center, and Texas A&M University Health Science Center—to
develop a state-of-the-art collaborative campus called TMC3,
which “will help keep Texas on the cutting edge of discovery
and innovation in medicine.” The Texas Medical Center
features JLABS@TMC, part of J&J Innovation, a network of
incubators hosting emerging pharmaceutical, medical device,
and consumer and digital health companies.
“The state of Texas is working to position itself as the
premier location for biotech, life sciences, and biopharma
companies to relocate and expand,” Adriana Cruz, executive
director at Texas Economic Development & Tourism, tells
Pharma Commerce. It is also a leading pharmaceutical research
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state. “The Lone Star State ranks No. 2 nationally for number
of clinical trials, with more than 32,600 studies underway,
according to the National Institutes of Health (NIH).”

Wisconsin

Wisconsin’s biohealth sector is responsible for more than
47,000 jobs statewide, not including academic research
institution and health systems jobs. The state is home to
more than 1,800 biohealth companies. Wisconsin’s research
universities are especially focused on bioscience, with $914
million allocated to bioscience academic R&D in 2016,
accounting for more than two-thirds of all academic research
at these institutions. Federal grants contribute over $1 billion
in funding to Wisconsin’s economy each year, with the NIH
supporting more than 900 grants in 2016. The University of
Wisconsin system alone contributed more than 9,100 academic
R&D projects that year.
On the manufacturing front, the Wisconsin Economic
Development Corporation (WEDC) proudly asserts, “We
build things in Wisconsin, and we’re good at it.” The state
“excels in the manufacturing of diagnostics, molecules,
cells, and tissues.” Active pharmaceutical ingredient (API)
manufacturers such as Scientific Protein Labs, Alcami,
MilliporeSigma, and Catalent are located in Wisconsin. The
Waunakee-based Scientific Protein Labs is among the largest
commercial suppliers of heparin sodium, a widely used
anticoagulant to treat and prevent blood clots. Ongoing stem
cell research at UW-Madison and its affiliated institutes has
led to a concentration of medical and scientific instruments in
2018, making it the state’s third-largest export category, with
131 medical device manufacturers based in the area.

Minneapolis–Saint Paul

The Minneapolis–Saint Paul region accommodates
the country’s largest private health insurance company,
UnitedHealthcare; the largest digital health company, Optum;
and the largest medical device firm, Medtronic. With more than
750 health and life science companies, the region has the highest
concentration of medical device jobs in the US, and the fifthlowest operating cost among life science clusters. According to
the Minneapolis Saint Paul Regional Economic Development
Partnership (GREATER MSP), Minnesota companies average
FDA premarket approvals over six months faster than average.
“In the last five years, the number of life sciences firms in
Minneapolis–Saint Paul has grown by 15%. In the last two
years, the monthly job postings for life science occupations have
doubled. And over the last decade or so, venture capitalist (VC)

Adriana Cruz
investment for bio-related companies is up 80%,” GREATER
MSP’s CEO, Peter Frosch, tells Pharma Commerce. “One of the
reasons for this growth is that the future of this sector is based
on existing sectors of strength. Human health and medical
devices are strong, long-standing sectors in the region. As are
food and agriculture; Cargill and General Mills are based here.
Companies in these sectors are growing fastest at their bio edge.”
GREATER MSP is strongly linked with the Medical Alley
Association, based in Minneapolis, MN. Widely recognized
as a “critical piece of the healthcare landscape,” Medical Alley
supports and advances Minnesota’s healthcare industry and its
connectivity around the world. Founded in 1984 by Lee Berlin,
chairman of drug delivery company LecTech, and Earl Bakken,
creator of what is now Medtronic, Medical Alley has honed its
focus in recent years—shifting from Life Science Alley, which
included agriculture, back to Medical Alley in 2016, with three
key components: starts, global, and health transformation.
“Our vision is to be the global epicenter of health,
innovation, and care,” says Medical Alley’s new president and
CEO Roberta “Bobbie” Dressen. “A legacy work product of
our transformation pillar is revolutionizing health through
state and national government policy and advocacy, not
just for med tech and pharma, [but] rather for the health
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Missy Hughes
ecosystem. Everything that touches us as a patient across
our life health journey.” Medical Alley Starts is a program
focused on startups and innovation. Roughly 20% of startups
associated with Medical Alley are in the bio space. Another
component, Medical Alley Global, includes startups and
companies of all sizes from around the world. “Our strongest
international relationships are in Australia, New Zealand, the
UK, and Canada, followed by Germany, the Nordic countries,
and with increasing interest from South America, Africa, and
Eastern Europe. Last year, Medical Alley was responsible for
14 companies choosing Minnesota to open their first United
States facility,” notes Dressen.

Incentives and talent

Wisconsin has a variety of incentives aimed at attracting
businesses, promoting startups, and encouraging mature
businesses to grow. These include new business venture tax
credits for Wisconsin investors and technology development
loans for startups; business development and enterprise zone
refundable tax credits, which provide performance-based
incentives for job creation and expansion, capital investment,
and training; and an R&D credit that offers a refund of up to
15%. Wisconsin also exempts the purchase and use of machines
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and specific processing equipment, fuel and electricity, and
qualified research and biotechnology equipment from state
and local sales taxes.
“Apart from these financial incentives, our state has
an effective and growing network of formal and informal
organizations and partnerships to assist businesses in the life
sciences, most notably BioForward Wisconsin,” Missy Hughes,
secretary and CEO of WEDC, tells Pharma Commerce.
BioForward Wisconsin’s 200-plus members include biohealth
companies, research institutions, and healthcare organizations,
from startups to larger, well-known companies such as GE
Healthcare, Exact Sciences, Promega, and Illumina. To
assist startups with their operational needs, the organization
Forward BIOLABS offers co-working life science labs that
are fully equipped, maintained, and come with concierge
introductions, training, and networking. “This incubator
enables organizations to begin their important work in the
first week instead of the first year, because time isn’t spent
leasing, designing, and setting up the lab,” says Hughes. “Their
investment funding can go into product development, not
lab development. Many companies have graduated from this
shared lab space to become successful second-stage companies.”
Texas offers the Governor’s University Research Initiative
(GURI), which helps recruit Nobel Laureates and other
distinguished researchers to the state’s schools in the fields of
science, technology, engineering, mathematics, or medicine.
The Research & Development Tax Incentive is available for
companies conducting qualified research activities. The
Product Development and Small Business Incubator Fund
(PDSBI) is a revolving loan program with the primary objective
of aiding the development, production, and commercialization
of new or improved products and to foster and stimulate small
business in Texas, while the Texas Enterprise Fund (TEF) is
the largest “deal-closing” fund of its kind in the nation. This
fund is used as a performance-based financial incentive for
projects that offer significant projected job creation and capital
investment, and where a single Texas site is competing with an
out-of-state option.
In MSP and across Minnesota, the Minnesota Job Creation
Fund provides financial incentives to new and expanding
businesses that meet certain job creation and capital investment
targets. Companies eligible for the Minnesota Job Creation
Fund can receive up to $1 million for creating or retaining highpaying jobs, and in some cases may receive awards of up to $2
million. There is also the Destination Medical Center project
in Rochester, MN, which is a $5.6 billion, 20-year economic
development initiative with strong biotech components.
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There are other incentives around real estate, workforce, and
manufacturing. “There is a surplus of working capital available
and ready to be deployed through private equity, venture
funds, or investment banks,” says Dressen. “Medical Alley has
a history of successful entrepreneurs in the bio space who want
to give back with their time and financial resources.”
The MSP region is also competing in the national Build Back
Better competition, which received 529 applications in October
2021. From those entries, 60 finalists were chosen, among them
GREATER MSP’s Bold North BioInnovation Cluster. Explains
Frosch, “We’re seeking around $60 million to fund a portfolio of
seven projects. To add to our application, we’ve had 59 letters of
support from all kinds of different entities that, in total, add up
to $2.1 billion of pledged investment, 3,200 additional jobs, and
4.8 million square feet of bio-related real estate. We’re aiming to
win, but win or lose, we’re going to really catalyze and accelerate
the momentum that we already have.”
“A great deal of work is also underway focused on talent
development for the Medical Alley region,” says Dressen. “For
example, the Alley has an active partnership with Takeda and
Minneapolis Community and Technical College to attract,
educate, and retain talent.”
Talent has always been a differentiating factor for MSP,
adds Frosch. “We have nearly 2,000 graduates completing a
degree or certificate in biologic or biomedical sciences in the
region every year, and that number is increasing. There’s a cost
advantage to that, especially if you’re a fast-growing company.
You need to find people, you need to find real estate, and you
don’t want to burn a lot of capital. You want to put your capital
into your science.”
In Texas, the medical universities “continue to churn out top
talent, with 18,000 industry-related graduates annually,” says
Cruz. The state boasts, she adds, “some of the brightest minds
in medicine,” pointing out that Texas is among the top 10 for
the number of doctorates awarded in biotech-related fields. The
state’s network of academic and research institutions, including
seven of the nation’s top 125 medical schools and $6.6 billion
in annual R&D expenditures, is further developing this talent
pipeline. “There’s no doubt that Texas can readily supply life
science companies with a highly-skilled pool of talent across all
areas of the state, well into the future,” notes Cruz.
Wisconsin, meanwhile, boasts two R1 research universities:
the University of Wisconsin-Madison and the University of
Wisconsin-Milwaukee. UW-Madison consistently ranks in
the top 10 of research universities by expenditure, with more
than $1.3 billion spent on research annually. Wisconsin also
established the first technical college system in the US. With

Peter Frosch
16 two-year colleges, the Wisconsin Technical College System
enrolls about 250,000 people every year. “Madison College
even offers a Stem Cell Technologies certificate program to
support local workforce needs,” says Hughes. “Wisconsin has
a strong history of promoting collaboration between the public
and private sectors and between education, industry, and
state government, particularly in the field of life sciences,” she
continues. “These relationships have provided a talent pipeline
for local firms, especially in the Madison and Milwaukee areas.”

Geography of opportunity

The spread and location of clusters and companies within a
region is driven by the talent, the real estate, and the economic
incentives offered by the communities there. In Minnesota,
Texas, and Wisconsin, these areas of concentration are
expanding, and, importantly, there is the space for them to
grow further. When Medical Alley was founded in 1984, its
activities “followed the Mississippi river through Minneapolis
and St. Paul,” says Dressen. Today, however, Medical Alley’s
influence extends across the region and beyond. “In Minnesota,
we reach as far north as the Canadian border with a bio
company in Baudette, through the southern part of the state,
where the Mayo Clinic was established more than 150 years
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You need to find people,
you need to find real estate,
and you don’t want to burn
a lot of capital. You want
to put your capital into
your science

16 \ Visit our website at www.PharmaceuticalCommerce.com \ 08.2022

University of Texas MD Anderson Cancer Center in Houston.
medical laboratories. The Madison metropolitan area is home to
Promega, Exact Sciences, the biospecimen company, Gentueri,
and the contract research organization, PPD, among others.
University Research Park, located off-campus in Madison,
supports businesses in a wide range of sectors, including
biotechnology. The state’s largest city, Milwaukee, specializes in
medical devices, with the fifth highest concentration of medical
devices and equipment jobs in the nation.
Milwaukee, which is close to the Chicago metropolitan area,
also accommodates companies such as GE Healthcare and
Alcami. Outside the Madison and Milwaukee metropolitan
areas is Phillips-Medisize (headquartered in Hudson, WI),
which employs 2,600 people.1

Driving through COVID

In any given economic development region, there is a focus
on available real estate, on facilities, and on the proximity
to research and educational institutions and, sometimes, to
government departments and agencies. As such, one might
reasonably expect that the COVID pandemic inflicted some
damage to such regions’ ability to function effectively. During
the health crisis, however, the life sciences industry attracted
extra attention, along with increased funding and investment.
Even so, the boost to pharma and biotech companies in Texas,
Wisconsin, and Minnesota has been quite remarkable. During
the pandemic, for example, MSP “has seen some of the highest
investment from private equity and venture capital in our
history,” says Medical Alley’s Dressen. “There’s a pent-up
demand for spending that capital. There’s more interest in drug
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ago. Our membership also stretches into Wisconsin and the
Dakotas,” says Dressen.” Urban Minneapolis–St. Paul is also
spreading. Back in 1984, it was known as the Seven County
Metro area; today, there are 15 counties, with much larger
populations. “There are about 3.6 million people living in this
metropolitan area,” explains Frosch. “In addition to our largest
city, Minneapolis, our region includes other major population
centers, such as Saint Paul and Bloomington. In this sense, we
are different from, say, Chicago or Atlanta.”
Last year’s JLL Life Sciences Emerging Markets Index,
looking at up-and-coming cluster markets, pointed to the
success of three Texan clusters in areas such as employment
acceleration and STEM graduates. They are Dallas/Fort Worth/
Arlington; Houston/The Woodlands/Sugar Land, which,
as noted, hosts the Texas Medical Center, “which conducts
more clinical trials than any other single site in the world;”
and Austin/Round Rock/Georgetown. Complementing these
biotech clusters are other emerging regions across the state,
such as San Antonio and College Station. “In San Antonio, the
Texas Biomedical Research Institute is developing vaccines
and treatments against infectious diseases. The department’s
facilities include the nation’s only privately owned biosafety
level four (BSL-4) maximum containment laboratory,” Cruz
tells Pharma Commerce. “Additionally, Texas is home to the
largest military medical complex in the nation, the San Antonio
Military Medical Center. In College Station, the Texas A&M
University System and Fujifilm Diosynth Biotechnologies
are manufacturing a COVID vaccine. Also, in December
2021, Fujifilm announced a new commercial manufacturing
facility in College Station. The project is expected to create 150
new jobs and $300 million in capital investment.”
Madison, Wisconsin’s state capital and second largest city,
offers specialized concentration in four of the Biotechnology
Innovation Organization’s (BIO) five bioscience subsectors:
bioscience-related distribution; drugs and pharmaceuticals;
medical devices and equipment; and research, testing, and
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development and manufacturing and finding ways of doing
things sooner, earlier, faster. And we have proved to ourselves
that things can be done more quickly.”
GREATER MSP’s Frosch identifies three “macro forces”
that are reinforcing the momentum in the region’s bio sector.
“There is more capital flowing into the space because of the
pandemic,” he says. “There is increased concern about the
security of American food and drug production, which is
encouraging more manufacturing in the US. And, third, the
enhanced real and perceived supply chain risks are driving the
idea of locating, or at least diversifying, production in the US, as
opposed to outside it.”
In Texas, says Cruz, as well as the Texas A&M University
System and Fujifilm Diosynth Biotechnologies massproducing a COVID vaccine, many other companies in the
state “were able to pivot their operations to help manufacture
personal protective equipment and other supplies for their
communities.” Thus, the growth of the biotech industry
continued apace. “In 2021,” says Cruz, “our team tracked 58
biotech-related relocation or expansion projects in Texas,
expected to create more than $1 billion in capital investment
and more than 4,700 new jobs in areas across the state.”
While Wisconsin has seen a lot of “the same benefits and
challenges as other states from the shift to remote work created
by the pandemic,” WEDC’s Hughes says that increased remote
work “has opened a broader pool of talent beyond Wisconsin’s
borders.” She explains, “For certain positions, Wisconsin-based
life sciences companies’ employees can work from anywhere
across the US or even the world, giving employers a larger
pool of talent to choose from.” Of course, this has also led to
increased competition for talent, but businesses in the state are
addressing this challenge by working with the University of
Wisconsin-Madison to develop specialist training programs.
“These help students to develop valuable skills and encourage
them to stay in Wisconsin to put those skills to use,” she adds.
In addition, notes Hughes, “more individuals are starting their
own businesses—and in the biohealth industry, entrepreneurial
spirit is very much coveted.”
Encouragingly, there is no shortage of this entrepreneurial
spirit in Texas, Wisconsin, Minnesota, and any number of
their neighboring states. It is a spirit that seems to be flowing
through these regions, just as healthily as it does through those
high-flying clusters on the East and West Coasts.
Reference
1. W
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University of Wisconsin, 2021.

If you purchased HIV cART drugs
directly from the manufacturer,
you may receive a payment from
a class action settlement.
A federal court authorized this notice.
This is not a solicitation from a lawyer.

A settlement has been reached in a class action lawsuit
(KPH Healthcare Services, Inc. v. Gilead Sciences, Inc.,
No. 3: 20-cv-06961-EMC (N.D. Cal.)), coordinated with
Staley v. Gilead Sciences, Inc., No. 3:19-cv-02573-EMC
(N.D. Cal.). The lawsuit alleges that BMS and Gilead
engaged in a variety of allegedly anticompetitive conduct
that caused direct purchasers to pay too much for HIV
cART drugs.
The Settlement resolves the claims against BMS; it
does not resolve claims against Gilead. BMS denies any
wrongdoing. The Court has not decided who is right.
Who is included in the Settlement Class? Generally,
the proposed Settlement includes persons and entities that
purchased Atripla, Complera, Evotaz, Reyataz, Sustiva,
Stribild, Truvada, or any of their generic equivalents
directly from a brand or generic manufacturer from
October 6, 2016 until October 19, 2021.
What does the Settlement provide? BMS agreed to
pay $10.8 million into a Settlement Fund, plus up to an
additional $200,000 for one-half of the costs of providing
notice of this Settlement. BMS also agreed to waive
enforcement of a provision in its licensing agreement with
Gilead that will remove a barrier to generic competition
with Evotaz.
If the Court approves the Settlement, Class Counsel
will seek reimbursement for litigation expenses up to
$2.5 million and payment of a class representative
service award in the amount of $10,000. These amounts,
if approved, will be paid from the Settlement Fund. Class
Counsel is not seeking an award of attorneys’ fees in
connection with this Settlement.
How can you get a payment? To get paid, you must
submit a Claim Form by October 28, 2022, either online
at
www.HIVcARTDirectPurchaserSettlement.com
or by U.S. Mail. See the Claim Form, available at
www.HIVcARTDirectPurchaserSettlement.com,
for instructions. If the Court approves the Settlement,
claims will be paid after the conclusion of any appeals.
What are your other options and rights? If you remain
in the Class, you can write to the Court about what, if
anything, you do not like about the Settlement, or you can
exclude yourself from the Class. The deadline for either
option is October 6, 2022. Descriptions about the effects
of these options, and instructions on how to exercise
them, are available in the detailed notice available at
www.HIVcARTDirectPurchaserSettlement.com.
The Court scheduled a hearing for November 17, 2022
at 1:30 p.m. PT to consider whether the Settlement
and allocations are fair, reasonable, and adequate,
as well as any objections. You do not need to
attend, but you or your attorney can do so at your
own expense. See the detailed notice available at
www.HIVcARTDirectPurchaserSettlement.com for the
hearing location, where to find out if the date or time
changes, and what you must do if you or your attorney
wish to speak at the hearing.

FOR MORE INFORMATION, VISIT
www.HIVcARTDirectPurchaserSettlement.com
OR CALL 1-501-821-5575
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Tapping Industry’s
Reach in Maryland
A look into one of the East Coast’s major life science hubs
JULIAN UPTON

M

aryland is home to one of the US’s largest life sciences clusters, housing more than 3,400
businesses in the sector. The state’s life sciences companies generate $20.7 billion in
economic activity and receive more than a billion dollars in federal contracts annually. The region
offers proximity to “a powerhouse supply of research and development”—more than 74 federal
laboratories, including FDA and the National Institutes of Health (NIH), and over 50 universities, many
with thriving university research parks, as well as “50+ incubators, accelerators, and co-working spaces
for Maryland innovators and international entrepreneurs.”
Pharma Commerce sat down recently with Ulyana V.
Desiderio, PhD, director of life sciences at the Maryland
Department of Commerce, to dig deeper into the state’s
industry opportunities and to look at how the last couple of
years have affected its fortunes.
Can you tell us about Maryland’s life sciences sector
and what makes it attractive to new and established
companies?
Maryland is part of the larger capital region of the US
and the East Coast; we talk about Maryland, but we’re also
very close to Washington, DC and Virginia. So, depending
on who you ask, the BioHealth Capital Region is actually the
third or fourth largest in the US. Accordingly, we house a
very large and diverse life sciences sector. We have over 3,400
organizations in the state that touch life sciences in one way
or another, whether that’s biotech R&D or service providers.
We have a lot of clinical research organizations, lots of
contract manufacturing. The state is also very attractive for
biomanufacturing. We offer many financial incentives for
that, which have attracted, for example, Kite Pharma, which
has its largest CAR-T manufacturing facility in the US in
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Maryland. And from outside the country, our incentives
have led Ellume, an Australian company manufacturing
diagnostics, including the COVID-19 at-home test, to
establish a facility here. We also have a very strong medtech
and device sector; there’s a lot of innovation coming from the
medtech side as well as in digital health and health IT.
What makes us unique, in terms of our ecosystem, is
that Maryland is home to a very large federal government
presence. NIH, FDA, and the Centers for Medicare and
Medicaid Services (CMS) are headquartered here. There
are over 70 military and civil installations here. [There is]
proximity to these agencies—agencies that fund, regulate,
and set reimbursement policy for life sciences products.
Businesses really benefit from the proximity to these
agencies. If you need to meet with the FDA, for example, you
can just drive over there.
And let’s not forget our top universities, which include
Johns Hopkins University and the University of Maryland.
Johns Hopkins is consistently ranked as the top school of
public health in the world. There’s a healthy pipeline of
life science companies that are spinning out from these
universities, which, over the years, have been very successful
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in getting funding. It’s been wonderful to see the natural
progression and evolution of these companies from “babies,”
if you like, to teenagers and then to adults.
How is Maryland further incentivizing companies to
come to the state?
We’ve had great success incentivizing companies to come
to Maryland. That’s really down to the leadership of our
state; our governor and our general assembly have worked
to establish Maryland as a very business-friendly region.
Our motto is “Maryland is open for business.” The kind
of incentives we provide may be similar to other states,
but there are a few important exceptions. We have over 50
different programs that companies can tap into, whether
they’re already here or they’re thinking of coming here. They
fall into the categories of grants, low insurance loans, tax,
and credits. A lot of our programs are tied to job creation;
if a company is coming in and they’re going to hire people
locally, we incentivize them with a generous tax credit, either
per employee or per a percentage of their salary. Salaries are
pretty high in life sciences, so over the years, these tax credits
can add up to a substantial sum.
There are specific programs targeting R&D, and we have a
special program for manufacturing. If you are manufacturing
here and creating manufacturing jobs, there is a very lucrative
tax credit tied to job creation that helps companies offset their
payroll taxes. Among the most popular incentives are lowinterest loans that sometimes can be forgiven. If a company
plans significant capital expenditures, building out its facility
here in the state over the next five to 10 years, we can help
them grow their footprint with programs such as low-interest
loans. Depending on how fast the company progresses and
how many people it hires, some of these loans can be forgiven.
A unique Maryland program offers generous tax credits to
incentivize investors, no matter where they are in the world,
to invest in Maryland companies. If you are a Maryland
organization and you identify someone who wants to
invest in your company, you can apply to this program and,
depending on where you are in the state, your investor gets
back anywhere from 33 to 50% of their investment. This helps
our companies when they’re out there looking for venture
capitalists; they can say to investors, “Maryland believes in
us, Maryland qualified our company. If you invest in us, your
money will go much further.”
So, we are encouraging investment in Maryland and also
from within and outside of our state or even the US. It’s a
popular incentive, especially for mid-sized companies.

Ulyana V. Desiderio, PhD
In life sciences, we hear a lot about economic
development activity in California and Massachusetts,
but perhaps less about what’s going on in states such as
Maryland. Is Maryland aspiring to that higher profile?
We obviously want to be as big as and successful as our
friends in Massachusetts and California, but we are also
different from them. We have the similar types of assets, the
same kind of expertise, the same types of companies, but
to that we can add access to decision-makers and funding,
and very importantly, a much lower cost of living and cost
of doing business than in California and Massachusetts (see
sidebar on next page). And we’re only a 45-minute flight from
Boston or New York. In Maryland, we’re kind of in the middle
of everything; we’re very international, very metropolitan. We
have three international airports; we have one of the largest
functioning ports. It’s an attractive place to do business and
to live in. We’ve got mountains, we’ve got beaches, we’ve got
cities, we’ve got farms, we’ve got great schools. We have a
substantial federal government presence that feeds everything
and makes everything faster. Yes, we’re aspirational in terms
of trying to be as well-known as the high-profile regions, but
I’m very proud of what Maryland has already achieved and
what it continues to achieve.
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Life Sciences in Maryland:
Open for Business
Investments
•
Tax credit programs, like the Biotechnology Investment
Incentive Tax Credit and the Innovation Investment Tax
Credit, help spur investment in local life science companies by incentivizing investors.
•
Venture capitalists (VCs) invested over $2 billion in 2021,
completing three consecutive years of record-setting
investments in Maryland life science companies.
•
VC funding ignited innovation in healthcare data, analytics and software, cancer detection and treatment, inﬂammatory disorders, therapeutics, and wound care.

Affordable living
•
Cost of living in the Baltimore metropolitan area is 67% of
Washington, DC and 41% of New York City (C2ER Cost
of Living Index 2021).
•
Cost of doing business is 14.9% less than Massachusetts,
9.5% less than New Jersey, and 10.3% less than California
(Moody’s Cost of Doing Business Index Q2 2021).
•
In 2020, asking rental price for laboratory space averaged
$30.78 per sq. ft. in the DC–Baltimore region compared to
$68.59 in San Francisco and $73.88 in the Boston–Cambridge region (CBRE Leading Life Science Cluster).

How are life sciences companies spread around
the region? Is there a focus on the Baltimore area?
We have a pretty good spread of life science companies
across the state. But when it comes to “classical” biotech and
pharma, if you like, the biggest concentration of companies,
probably over 50%, is based in Montgomery County. This
is where NIH and FDA are headquartered (in Bethesda and
Silver Spring, respectively). The other big hub is Baltimore
City. The big universities are there, biotech is there, there’s a
lot of medtech there. There is also a big medtech contingent
in College Park, Prince George’s County, where the University
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The main historical building of the National Institutes of Health
(NIH) in Bethesda , MD.
of Maryland is located. The university has a very famous
bioengineering department, a medical device center, and they
have just opened a quantum computing foundry. Last but not
least, we have an incredibly fast-growing biotech center in
Frederick Country, in the west of the state. That’s where the
Kite facility is and it’s where Ellume is coming. There’s a lot of
activity going around the Frederick area. It’s beautiful and also
has a lot of space, which is especially useful for manufacturing.
Some of our incentives are tied to these regional geographies.
We incentivize companies to build and develop there. It’s a
win-win when a company expands in these regions because
they can hire locally; they don’t have to bring their workforces
with them, and Marylanders can get really good jobs.
Did the COVID-19 pandemic derail or disrupt the
process of attracting companies to the region?
I will say categorically no. During the pandemic, we were
most successful in attracting companies to Maryland, and
our existing companies continued to be very successful. Life
sciences, of course, was one of the few industries that didn’t
suffer too much through the pandemic.
There are still some supply chain issues that are ongoing,
but since initial access to material was sorted out, the level
of activity remains high. In life sciences, you have to be in
the lab doing things. Once companies figured out how to
stagger their staff and how to strengthen their supply chains,
they went back to work. And with all the expertise here in
infectious diseases, vaccines, and diagnostics production, a lot
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Growth
•
Maryland’s life sciences sector directly employs 54,000
people across the industry, making up two-thirds of the
state’s R&D jobs.
•
Maryland is a global leader in cell therapy manufacturing,
stem cell production, and vaccine development.
•
According to a 2021 Milken Institute report, the Maryland
life sciences manufacturing sector expanded at 31%, one
of the fastest rates nationwide.
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The Baltimore skyline. The city is home to a thriving mix of academia, biotech, and medtech, in particular.
of our companies were able to pivot completely to addressing
the COVID problem, while others started producing personal
protective equipment or reagents for tests or vaccines. Based
on the incredible success of our companies in responding
to the pandemic, we’ve had a lot of interest from businesses
wanting to come to Maryland because they have seen the
proximity to the federal government, to the agencies that
make decisions during a crisis. Our companies actually raised
more private money in the first year of the pandemic than
they have ever done before. They also did really well raising
federal dollars.

There are young people
and adults who have seen
all the pandemic-related
work on the news and they
want to be part of it. They’re
inspired to work for some
of these companies

What are you doing to ensure the long-term supply
of life sciences talent in the region?
The state of Maryland is producing more STEM PhDs
than any other state in the US. We have a large local
workforce, and that’s one of the most attractive things about
Maryland. There’s also an understanding that it’s important
for people to have jobs in this industry even if they’re not
PhDs—people with manufacturing skills and those who have
had other work experiences that may not have required a
lot of formal education. There are school programs across
the state, boot camps for people who lost their jobs in other
industries, and re-skilled them to enter life sciences. One
of the best examples is the retraining of people from the
hospitality and food industries, which suffered a lot through
the pandemic, as lab technicians or entry-level associates
for biotechs and pharmaceutical companies. A lot of food
industry skills, for example, are very transferable to biotech.

The state’s leadership has been very focused on not requiring
bachelor’s degrees for some of these jobs. There’s a big push
for career changers or people just coming out of high school
or community college to get good jobs in this industry.
Our workforce development partners also do a lot of
outreach to high schools and middle schools. The kids may
say, “Oh, I’m not smart enough to work in this industry,” but
we say, “Absolutely you are.”
There are also young people and adults who have seen
all the pandemic-related work on the news and they want
to be part of it. They’re inspired to work for some of these
companies. So, it is important for them to know that they
have what it takes and show them all the different ways they
can get there. That’s something that I’m really excited about,
opening up this industry and creating equal opportunities
for everybody who wants to be part of it. Because the jobs are
here in Maryland—the industry is growing.
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Readying a Resilient
Supply Chain Future
A conversation with ZS’s Maria Whitman and Anshul Agarwal
JULIAN UPTON

I

ndustry experts from ZS—Maria Whitman, global head of the company’s pharmaceutical and
biotech practice, and Anshul Agarwal, who leads the global supply chain and manufacturing
practice—offer their perspectives on the current and future supply chain challenges facing global
biopharma, and how these challenges are being met by a shift to technology adoption that owes
much of its urgency to COVID-19.

As we move beyond the pandemic, what are the supply
chain challenges that pharma is facing?
Maria Whitman: Before we even get to the challenges, we
see that the pandemic actually propelled the supply chain from
a necessary function to a very strategic group with a seat at the
table in terms of how global pharma companies move forward
and in terms of decisions that will affect patient experience
and profitability—all the things that were more traditionally
part of the brand sphere. And there’s a very big difference now
between paying attention to and driving the supply chain. This
isn’t from a globalization and efficiency perspective, but from a
perspective of resilience across regions and countries, and also
in terms of what else the supply chain can do to support the
business and patients.
Of course, there were a number of vulnerabilities exposed.
The conversion to an efficient global supply chain was wellintentioned and made economic sense, but in a pandemic
became a significant challenge. But that did not result in a
catastrophic effect on drug availability; most companies were
able to do what they needed to do and supply disruptions
were short lived.
Anshul Agarwal: From my perspective, working with
many different clients, there are three key challenges; as Maria
indicates, none of these are new or related to pandemic. Rather,
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they are, in general, part of the life cycle or journey; they’ve
just become more apparent, more visible, and companies
are focusing more on addressing them to avoid falling flat
on their faces.
The first challenge is in running the manufacturing
capacity. There has been a shift from blockbusters to molecules
with a smaller revenue pipeline; there’s now a lot more complex
manufacturing versus small-molecule manufacturing, such
as gene therapies. This has put pressure on manufacturing
capacity; producing one small molecule and thousands of
batches is, of course, much easier than having to keep changing
batches from one to another or maintaining a complex
production cycle. Companies are investing millions of dollars
in opening new manufacturing capacities, but it takes three to
five years and a huge CapEx investment to get things running.
The second challenge we see is on the logistics side. Many
products, such as cell and gene therapies and vaccines, require
cold chain storage. The latest data shows that an estimated
50% of the future launches will require some kind of a cold
chain storage. So that has made things more complex, and
there is a lot of wastage in that area.
Whitman: There is also a problem on the provider
reception side, having the facility to actually accept those coldchain materials and store them for any period of time.
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Agarwal: Yes, from the manufacturing side to logistics and
then to the providers, there is around a 20% spoilage rate for
non-COVID-19 vaccine due to temperature failures, which is
a huge number. The third challenge is to do with the suppliers,
who are still fairly concentrated in a few countries outside
the US. Then there is a fourth challenge—a price pressure.
Typically, pharma companies would not think as much about
the cost, but that is no longer the case. And now the situation
in Ukraine is adding to these pressures. These are not problems
that can be solved very easily.
Just to touch on the pandemic again, it brought the
industry’s reliance on sourcing materials from India
and China into sharp focus. Is that something the
industry was already trying to move away from, having
very few or sole sources, before the crisis?
Agarwal: Not before COVID. As Maria mentioned,
the general trend was “Let’s optimize, globalize, reduce the
inventory as much as we can. Let’s do just-in-time production.”
All those well-known terms, supply chain gospels, were being
implemented at that time. There were some efforts in terms
of diversifying suppliers, but it was more a case of India versus
China. Now, the question is more about risk and resilience
versus more about cost.
Whitman: I think about one-third of pharma leaders are
now trying to manage risk by dual-sourcing, but, still, 80%
of all active pharmaceutical ingredients (APIs) that are used
in medicines in the US have no domestic manufacturing
source. So, we’re still very far from having that closed internal
resilience. But having at least a dual mechanism of supply will
help to reduce the risk.
Some organizations are making ambitious claims about
establishing more manufacturing in the US. Do you see
that as a feasible way forward?
Whitman: I believe it is necessary to create more local
support and sourcing. You do have companies producing more
capacity and trying to vertically integrate with certain types of
APIs. And there are some companies, plasma-based companies
for example, that produce all of their own raw material. You’ll
see some non-traditional companies coming into this space
too, Kodak for example, using their own manufacturing
facilities to try to meet some of these challenges. I think we will
see more conversion to a US-centric supply source, but I think
it’s going take a very long time for us to achieve a significant
lack of dependence on some of the bigger countries. There is
just too much supply needed.

Maria Whitman

Anshul Agarwal
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Agarwal: When we think about manufacturing, there’s
the manufacturing that companies were already doing that is
now moving to the US. In the last six months, Eli Lilly, Pfizer,
Catalent, Cambrex, etc. have all announced plans to set up sites
in the US, but this was manufacturing they were already doing.
But if we talk about API manufacturing, that can only happen
if the government comes into the picture. Generic medicines
and APIs, that’s a big shift, a $160-billion market. There are
efforts being made toward setting up an infrastructure hub in
the US, and government will have to play a significant role in
helping that. But it will be a longer journey.
Whitman: The other thing to consider is that other
countries’ governments are concerned about the global supply
chain and their citizens’ accessibility to medicine. So, you are
seeing around the world a bit more stipulation around having
manufacturing sites in proximity. For example, for cell and
gene therapies, there were a lot of companies relying on one or
two sites for all manufacturing capacity. They’ll be challenged
with that part of the equation in the future, because of the
requirements that countries are looking for.
The Ukraine–Russia situation isn’t yet having a huge impact
on the industry in terms of sales, but there is the disruption
to the supply chain and pricing. Can you talk about what
may happen if this conflict goes on for much longer?
Agarwal: When we look into the direct supply of either raw
materials or medtech devices, a very small percentage (single
digits) comes from Russia or Ukraine directly. For example,
only $138 million of a $160 billion market comes from Russia.
However, there are indirect effects on raw materials, and on
logistics, which have affected pricing. The shift is not as significant
as it was with COVID; at the moment, it is impacting the margins.
What we are noticing is that companies are working to address
those margins in different ways. There’s a whole discussion in
Europe right now, for example, to adjust the pricing so companies
can maintain some of the margins. Companies are investing
heavily in terms of manufacturing to digitalize it so that they can
improve the yield and reduce the cost. If the conflict continues for
longer—a few years—we are likely to see another shift in supply
chain and manufacturing. Like the way COVID shifted things
to digitalization, to connectivity, this shift will result into pharma
finally becoming more sensitive about making decisions related
to cost and investment in supply chain and manufacturing.
Whitman: I will add that the Russian API market is less than
0.01% of the total API market, so it’s not a player in that sense.
Early in the conflict, I was tracking the impact on supply as it
relates to clinical trials and overall clinical trial accessibility in
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Ukraine and Russia, because pharmaceutical supply would be
exempt from any sanctions. Fortunately, they tend to stock about
six months of supply for clinical trials. So many trials remained
unaffected in the beginning. As of March, only about 4.4% of
global trials were halted in the Ukraine and Russia, and some
patients from the Ukraine were able to enter trials in Poland.
How are you advising companies that come to you
for help with supply chain matters?
Whitman: With every challenge comes an amazing
opportunity. There’s a lot of technology that has been evolving
that supply chain organizations hadn’t necessarily implemented
in the way we can now. As I look forward and think about how
they need to address supply chain in the future, there’s three
things. One is building an end-to-end, transparent supply
chain; we now have the data and the technology capabilities to
do that. Another is investing in those digital technologies so
that you can innovate with that data in multiple directions. The
third thing is the dual- or multiple-sourcing perspective.
Agarwal: What companies have realized is that they need to
be very quick, if something happens, in deciding what options
they have and then taking action. Fortunately, there is a lot of
new technology around and its adoption has been accelerated.
For example, there is Smart Factory 4.0, which incorporates
the internet of things (IOT) and offers real-time tracking data.
Another example, in cold storage, you can place very cheap
sensors and get real-time information about where the product
is, what kind of a temperature is it holding, and whether there
are any risks that can be adjusted. This technology has existed
for several years, but only now is it being adopted.
So, it was a case of companies not adopting new
technology because they hadn’t been exposed
to the kind of risk that made them see the need for it?
Whitman: That and the idea that it was about efficiency
and optimization. “Why would we fix something that’s not
broken?” But now, there’s an opportunity. We have to fix what’s
broken, so why not build it better than it was.
Agarwal: Yes, it’s like with blockchain. What pharma has
adopted in blockchain has been one step forward, one step back.
Pharma sends information to the distributors and the distributors
share that information so that they can validate to avoid drug
counterfeiting. But I would say to the industry, you should not
only connect to the distributors, but also to your downstream
hospitals, to providers, and others. If that happens, pharma
can have visibility across the entire supply chain, optimizing its
inventory and making sure that the drug access is there.

Cooler, natural wonder, or both?
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The ‘Visibility’ Value
in Face of Crises
Outlining ways visibility technology is solving pharma supply chain problems at a
crucial time—and how digitization is the key
BY AMY SHORTMAN, OVERHAUL

O

ne month after a GE Healthcare factory in Shanghai, China, shut down,
the facility was operating at just 25% capacity in mid-May. Across the
globe, providers felt the effects of that shutdown. Doctors in the US were
forced to prioritize which patients were able to receive the critical contrast
dye used to see inside the body during CT scans and MRIs. The iodine
solution is used in almost every hospital. It helps medical professionals
monitor tumors, guide placement of stents, and so much more.

One cardiologist in
Ma ss a chu s e tt s tol d T he
Washington Post in May that
the hospital he worked at had enough contrast media on
hand to last the next five days. And the GE Healthcare factory
wasn’t expected to be back to normal until the end of June.
The supply chain crisis that dominated headlines during
the holiday season at the end of 2021 hasn’t gone anywhere
and continues to impact virtually every sector of the global
economy. Earlier during the pandemic, the supply chain
crisis in healthcare manifested itself in a shortage of personal
protective equipment. Now, virus-related lockdowns in COVID
cautious China, Russia’s invasion of Ukraine, rising costs of
energy and transportation, and a shift in labor is threatening to
disrupt the flow of critical medical supplies—such as the lifesaving semiconductors used to make medical devices.
There have been shortages of devices like dialysisrelated products, testing supplies, and ventilation-related
products, according to FDA. Expert predictions that warned
at the end of 2021 and into 2022 that the supply chain crisis
wouldn’t improve in the near-term have proven to be true. And
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while record-high inflation has taken a lot of the spotlight away
from the nightmare supply chain scenario, the problem persists,
and threatens to get worse. Driver shortages, port closures, and
lagging infrastructure improvements in the US paint a bleak
picture for the immediate future of the supply chain.
While there has been little relief from the crisis, technology
solutions like visibility have and will continue to soften the blow
felt by businesses and, in turn, consumers. The transportation
logistics industry has long been slow to adopt new technologies
and modernize, but there’s been a major shift recently.
Here are some ways visibility technology is solving problems
at a time when it’s needed most, and how digitization is the key
to overcoming supply chain crises.

It’s more than a dot on a map

Having a dot on a map to indicate where something is
located is, of course, important, but actually being able to
access additional data and information about that location is
where modern visibility technology shows its value.
Visibility technology can provide actionable insights. Port
delays and the demurrage costs that sometimes come with
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them can be avoided if the stakeholder in the supply chain
has access to beneficial data and information to, perhaps,
direct a shipment to a different port.
Visibility at times becomes a real-time compliance check.
Vaccines are a good example of this. COVID-19 vaccines have
strict parameters around the temperature at which they’re
stored. The Pfizer-BioNTech vaccine, for example, is shipped in
a thermal container at temperatures between -90°C and -60°C
(-130°F and -76°F) with dry ice. Digitization can help keep the
vaccines at the proper temperature. Companies can improve
efficiency and better use resources by feeding data to a mobile
app that anyone can use, regardless of their logistics experience.
Patients depend on these products. Visibility takes on
an even higher value and enables a company to understand
what’s happening around a shipment in real time and take
corrective actions to mitigate impact. Other use cases that
go beyond the “dot on the map” include data that provides
information about upcoming weather conditions or potential
traffic patterns that might impact the shipment.

When will my shipment arrive?

The era of Amazon and other rather instant delivery
services has created the expectation among consumers and
businesses alike that they’ll always have a window into where
their product is and when it’s going to arrive.
Businesses that have been historically focused on a normal
continuity of supply have started to panic over the last few years
as things have shifted. Now, they’re looking further upstream
to be able to support and mitigate disruptions and customer
satisfaction downstream. Because of that, visibility technology
has become a pivotal solution for having visibility down to
the purchase-order level. Having an automated method of
communicating any potential disruptions—like a hurricane
or other major storm in an ocean—that have an impact on
the shipment keeps a constant flow of information. A more
accurate estimated time of arrival during times of crisis (e.g.,
port backups, factory shutdowns) can help companies make
strategic decisions to benefit themselves and their customers.

Visibility to combat labor troubles

The Great Resignation hasn’t bypassed the supply chain
and logistics industry, and the shortage of drivers across the
globe has been well documented.
Like in many other industries, digitization can help stem
the tide. Visibility technology and data enable the humans in
the supply chain loop to focus their attention and resources
on making decisions that add an impact to the bottom line

for the company—but also the customer. Of course, we still
need humans, but companies are starting to allocate specific
elements of the business to automation, and those insights
gained from technology can give a full picture to the person
making the decision.

Digital transformation into sustainability

Digital transformation in the supply chain has been a growing
trend. Gartner estimates that through 2024, 50% of supply chain
organizations will invest in applications that support artificial
intelligence and advanced analytics capabilities. The pandemic
added new velocity to digital change.
Companies right now are in various stages of their technology
maturity, working to digitize complex systems to overcome the
challenges of today while setting themselves up for success to
combat the challenges tomorrow will bring. Many companies
are shifting their focus to sustainable formats. Supply chain
managers expect their focus on the circular economy—the
sharing, leasing, reusing, repairing, refurbishing, and recycling
of existing materials and products—to increase in the next two
years. Surely, that could improve the healthcare supply chain
and cut down on shortages affecting the global industry.

What’s next?

The overall view of the future of the supply chain crisis isn’t
a rosy picture. Rising fuel prices and continued disruptions
to the supply chain are going to persist throughout 2022, and
we’ll see companies looking to cut costs. The other side of that
equation is that technology can solve that problem.
Three or four years ago, no one thought we’d be in this
situation, but here we are: hospitals forced to ration supplies
and care due to snags in the supply chain. Life-saving vaccines
being shipped in temperature-controlled boxes. A shortage of
tubes and pipettes and dialysis systems.
This crisis will make life sciences organizations change
the flow of their distribution and supply chain models. When
air and ocean freight capacities were not a problem and costs
were low, it made more sense to have what we now see as our
global supply chains. But as those costs increase, offsetting
them with a more localized supply chain is the direction a lot
of companies are moving toward.
Along the way, they’ll have no choice but to continue to
digitize to gain valuable insights and improve efficiencies.
ABOUT THE AUTHOR
Amy Shortman is Vice President of Product Marketing
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Postponement: A
Vital Supply Strategy
Drugmakers can turn to postponement, or late-stage customization, to help adapt
approaches along the supply chain
BY LEE FEANDER, A&M

P

ostponement is a supply chain strategy for rapid response to changing
market conditions. Lead times are reduced, working capital is cut,
and waste is minimized. In contrast to traditional “make-to-forecast”
approaches, postponement is a “make-to-order” tactic, where products are
rapidly customized from stocks of almost complete products, often in close
proximity to customers.

Well-known businesses
such as Dell use postponement
to ke ep remarkably low
inventories while maintaining
short lead times. Toyota also employs postponement strategies
to make vehicles-to-specific customer requirements, without
excess inventory or long lead times.
There is an increasing need for postponement in the
pharmaceutical manufacturing space. COVID-19 bolstered
the demand for patient-centric supply chains, and approvals
for high-value, small-patient population medicines are rising.
Meanwhile, manufacturers continually need to cut costs and
release working capital.
Despite being used successfully in other industries
and sectors, postponement’s use in biopharmaceutical
manufacturing has been somewhat rare due to limited
awareness and complexity.

Postponement for pharma manufacturers

Postponement models improve on-time, in-full (OTIF)
performance metrics, reduce lead times, and decrease stock
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inventory. They are particularly suitable for high-value, lowvolume medicines with short shelf-lives, such as cell and
gene therapies and rare disease medicines. And yet, some
drugmakers have successfully applied postponement in
consumer business contexts, such as supplying e-retailers.
While postponement is a straightforward concept, it is
difficult to design and apply. Typically, pharmaceutical
executives want to know:
• Why postponement is relevant, and what benefits will
it deliver in my business?
• Where should postponement occur? Central location
or in key markets?
• Where should product manufacturing processes be
decoupled for the greatest flexibility?
• Should postponement be developed in-house, or
purchased as a service?
• How can pharmaceutical products be simplified to
support postponement strategies?
• Who are the best partners to operate the new model?
• How does existing operational performance management
need to be adapted?
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Area

Aspect

Key areas to consider

Understand
complexity

Customers

Demand, lead-time, SKUs, OTIF, order frequency, order volumes,
packaging requirements...

Products

Shelf-life, cold chain, formats, labelling, pack sizes, concentrations,
master data...

Manufacturing

SKU proliferation along manufacturing processes, decoupling options

F lows

Product and financial flows, inventory, IT & planning approaches, third
party involvement

Network

Hub locations and models, bright stock locations, use of third parties,
transport modes, planning, IT

Portfolio

Opportunities to rationalize portfolios, change formats, simplify
packaging...

Technologies

In-line printing of blisters, frozen chain labelling...

Business case

Options and business cases considering speed to market, scalability,
OPEX, CAPEX. ..

Implement

Actionable plans considering use of partners, technical transfers,
regulatory changes... implemented at pace

Design for
responsiveness and
resilience

Determine financial
returns and execute

The process of building responsiveness and resilience into networks, as well as the financial case for making the change.

•

Do sales and operations planning (S&OP) governance
and processes need to change, or do companies need to
adopt other approaches like demand-driven material
requirements planning (DDMRP)?
To answer these questions, leaders must understand the
inherent complexity in employing postponement strategies,
accounting for multiple factors, including customers, products,
manufacturing, and product and financial flows.
It’s also crucial to have a firm grasp on the best ways to
build responsiveness and resilience into networks, as well as
the financial case for making the change. This requires crossfunctional engagement, a structured analysis, and a robust
approach, set out in the chart above.

Understand rationale and complexity

The rationale for postponement needs to be clear from the
outset. Analysis should show how issues would be resolved
through its application. For instance, pharma companies can
avoid running out of stock by simply holding more inventory;
however, that approach increases working capital, heightens
the risk of medical products expiring, and leads to more
waste and obsolescence.
Postponement can address these potential challenges, but

leaders must first focus on understanding the requirements of
their customers. What are their expected lead times, service
levels, and order frequency? That will determine how the
network is set up. For instance, can customers be supplied from
a central global postponement hub, or are regional or country
configurations needed?
Secondly, product characteristics such as shelf-life,
temperature requirements, formats, and pack sizes need to be
analyzed and commonalities identified. Groupings of similar
products can help to optimize utilization of assets within a
postponement setup.
And, finally, leaders should map out manufacturing steps
to understand where SKUs proliferate. For example, products
might be the same until the blistering stage in packaging, after
which many country-specific SKUs are generated as blisters are
printed and packaging occurs.
A key strategy in dealing with these complexities is to
develop a “decoupling point” where the process is disconnected
and a controlled stock of partially finished products is
established. From this point, products are rapidly customized
to customers’ orders.
Leaders should map out the product, informational, and
financial flows to understand the issues and how the many
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stakeholders along the supply chain are involved. Additionally,
the change from a make-to-forecast to a make-to-order process
means management must understand how its existing planning
system operates.

Design for responsiveness and resilience

To design a postponement supply chain network,
organizations should be guided by important factors, such as
OTIF, lead-time, working capital, capital expenditures (CapEx),
or operating expenses (OpEx). Scenarios can be developed and
assessed to determine locations of hubs and bright stocks
(unlabeled finished products) locations.
The right level of automation for postponement hubs also
needs to be determined. What portion of the network should
be manual, semi-automatic, or fully automatic? In addition,
any investments required to build out the network should be
included in the business case for the project.
Organizations have several options for tapping into
third-party expertise and the efficiencies they can provide.
Contract management organizations (CMOs) and logistics
service providers (LSPs) offer specialist capabilities to help
companies gain a deeper understanding of appropriate modes
of transportation, cost per product, lead time, and any working
capital implications.
In parallel to defining the big picture, leaders must pay
close attention to such considerations as master data and how
the organization’s enterprise resource management (ERP) and
information technology (IT) services would need to be changed
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to capture the various categories of distribution in the new
network. Different order points may be needed to differentiate
between finished products and bright stock, for instance.
To increase flexibility, it is important to simplify packaging,
including standardizing text, symbols, and languages. These
changes require significant regulatory input, particularly
around new material numbers and re-registrations. All these
issues need to be facilitated through any project.
As new lines are set up, some will need to be decoupled, or
require moving production equipment from one location to
another. At each step, the necessary quality approvals will need
to be obtained.
One of the key changes in setting up the new postponement
network is how best to print product-specific information onto
blank blisters or labels at a late production stage. Here, the latest
technologies such as inline printing can be employed to ensure
the right information about the batch and its manufacturing
date is applied. CAPEX versus OPEX, using a third party, needs
to be considered in the business case. In other words, should
the organization invest directly in the technology needed to
print labels and prepare them for final delivery, or should it pay
a third-party outsourcer to do the work?
Whichever route companies decide on, master and
transaction data must be 100% accurate and supported by
robust master data processes and IT systems.
ABOUT THE AUTHOR
Lee Feander is Senior Director, A&M.

Credit: VChalup.com/stock.adobe.com

The main historical building of the National Institutes of Health
(NIH) in Bethesda , MD.

Discarded
Discarded Drug
Drug
Refunds
Refunds in
in
Medicare
Medicare Part
Part B
B
ON-DEMAND WEBCAST
ON-DEMAND
WEBCAST
Aired: Tuesday, March 22, 2022
Aired: Tuesday, March 22, 2022

Presenters
Presenters

Jeremy Docken
Jeremy
Docken
Chief Strategy
Officer
and Founder
Chief Strategy
Officer
Kalderos and Founder
Kalderos

Trevor Wear
Trevor
Wear
Partner
SidleyPartner
Austin LLP
Sidley Austin LLP

Moderator
Moderator

Julian Upton
Julian
Upton
Editor
EditorCommerce
Pharmaceutical
Pharmaceutical Commerce
For questions email
For questions email
jlongo@mjhlifesciences.com
jlongo@mjhlifesciences.com

Register for this free webcast at:
Register
for this free webcast at:
www.pharmaceuticalcommerce.com/pc_d/discarded
www.pharmaceuticalcommerce.com/pc_d/discarded

Event Overview
Event
Overview
Beginning January 1, 2023, drug manufacturers will be required to

Beginning
January
2023, drug
will be required
refund Medicare
the1,portion
of a manufacturers
single dose container
or single-to
refund
Medicare
of a single
dose container
singleuse package
thatthe
wasportion
discarded.
This webinar
will takeor
a look
at the
use
package
that
was
discarded.
This
webinar
will
take
a
look
at the
history of this proposal, explain the provisions and requirements
of the
history
of
this
proposal,
explain
the
provisions
and
requirements
of the
new statute, and explore the operational impacts to manufacturers,
new
statute,
and
explore
the
operational
impacts
to
manufacturers,
providers and payers. Operationalizing program changes like this
providers
and payers.
program
changes
like this
one can cause
frictionOperationalizing
and challenges, but
with the
right preparation
one
cause
friction and
challenges,
but with the
right
preparation
and acan
smart,
data-driven
approach,
stakeholders
can
be confidently
and
a smart,
data-driventransparently,
approach, stakeholders
confidently
prepared
to participate
compliantlycan
andbeeffectively.
prepared to participate transparently, compliantly and effectively.

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

• Contextualize
the events leading to the passage of the discarded
drug refund program
drug refund program
• Understand the provisions and requirements of the statute
• Understand the provisions and requirements of the statute
• Anticipate challenges and friction that will likely arise between
• Anticipate
challengesproviders
and friction
will when
likely arise
between the
drug manufacturers,
andthat
payers
implementing
drug
manufacturers,
discarded
drug refundproviders
programand payers when implementing the
discarded drug refund program
• Envision how ubiquitous data platform can reduce stakeholder
• Envision
howimprove
ubiquitous
data platform
can reduceconnecting
stakeholder
friction and
compliance
by transparently
friction
and
improve
compliance
by
transparently
connecting
manufacturers, payers and providers
manufacturers, payers and providers

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

• Executives,
Senior Leaders, Vice Presidents, Directors
and Managers
and Managers
• Drug Manufacturers, Health Care Providers, and Payers
• Drug Manufacturers, Health Care Providers, and Payers
Sponsored by
Sponsored by

Presented by
Presented by

08.2022 / Visit our website at www.PharmaceuticalCommerce.com / 31

F E AT U R E

Making Cold Chain
More Sustainable
How can pharma manufacturers and distributors balance logistical demands and
environmental impact?
BY ELLINOR GRAPE, ENVIROTAINER

R

educing the environmental impact of pharmaceutical cold chain
distribution is an issue increasingly putting pressure on the life sciences
industry as it fulfills its vital role in producing the treatments, vaccinations,
and medications. As focus shifts toward reducing carbon footprint, energy
consumption, waste, and pollution, the industry finds itself facing new
challenges while ensuring strict safety standards.

More and more companies
in the pharmaceutical world
are making the pledge to
become net zero by 2050, in
line with the goal set by the UN. As a result, their focus over the
last year has increasingly turned to the entire pharmaceutical
value chain and its role in reducing carbon emissions.
In this context, transporting drugs via air freight could have
a major impact on a pharma company’s overall sustainability
efforts. Yet in many cases, there is no choice. Treatments often
require very careful cold-chain handling to ensure they get
from the manufacturer to the customer in perfect condition
and on time. Keeping a shipment at very low temperatures
requires effort, and there is a limited time window for doing so.
Air transport is vital to the process.
This creates a huge challenge: how do manufacturers balance
logistical demands and environmental impact? These competing
factors seem irreconcilable at first glance. However, the trick is to
consider which factors are in the control of the organization
and then optimize them. For example, while it might not be
possible to choose a less polluting plane, it is possible to choose
packaging that has a lower environmental impact.
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Packaging

Today, the majority of pharmaceuticals are shipped with
solutions that are basically an insulated cardboard box with a
coolant such as water, gel, or dry ice. We need to remember that
there is a huge amount of waste and cost involved in this type
of cold-chain packaging. Keeping a pallet of vaccines at a strict
temperature between 2–8°C for an entire journey traditionally
requires lots of single-use plastics, and a significant amount of
handling and manual work.
Compare this “passive” type of packaging to an “active”
solution. Instead of all the wasteful materials and resources
of what is essentially a complex, yet throw-away box, an
active solution is a reusable, battery-powered container
that gives active and reliable temperature control. These are
used in a circular economy where the containers are leased,
and by reusing, repairing, refurbishing, and recycling, these
temperature-controlled containers can ultimately reduce CO2
emissions by 90%, compared to passive shipment solutions.1
Furthermore, preparation for passive solutions can take
up to five days, with coolants requiring up to three days for
pre-conditioning, followed by manual assembly. Some active
solutions can be fully charged from zero power in 11 hours,
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It’s vital that the entire industry has a razor-sharp focus on
sustainability at a time when the UN says current plans for
cutting carbon emissions would lead to climate catastrophe
providing temperature stability for over a week. Some of the
active containers can also be up 35% more space efficient,
which can significantly reduce the emissions per shipment.
Over the lifetime of their use, these temperature-controlled
containers are environmentally superior.

Putting a freeze on medical waste

Having said this, we must remember that while it all adds
up, packaging is responsible for a relatively small proportion
of carbon emissions for most pharma companies. It stands at
about 3% for GSK and 7% for Sanofi.
The vast majority is produced during manufacturing, with
80% to 90% of CO2 emissions in the pharmaceutical value
chain coming from production and raw materials.2 Therefore,
stopping waste through temperature deviations in product
transport is vital.
This is where active solutions come into their own. They
truly maximize the safety of medical shipments. An active
temperature-controlled container can continually keep the
temperature inside constant, despite it varying outside. In
addition, it provides data logging and comes with a trackrecord of zero product losses. Put simply, active solutions are so
effective that they offset their own costs.
The introduction of Envirotainer’s latest addition, the Releye
family, has meant the race for zero temperature deviations has
accelerated. Here, connectivity plays an important role and
allows the cargo to be monitored in real time, providing a
unique insight into product condition, location, and progress
of the shipment.

Credit: MagioreStockStudio/stock.adobe.com

Sustainability and collaboration within
the industry

With such a strong environmental case for the use of active
solutions, the only other question that a pharma organization
may ask is whether the manufacturers themselves can prove
they’re operating sustainably. In the case of Envirotainer, it
became the first CO2 neutral cold-chain company in the
world in 2020, and this year, recorded industry-leading
temperature deviations of less than 0.1%.3
However, it also has a sustainability strategy linked to the
UN’s Sustainable Development Goals (SDGs). These are a set

of 17 global goals aimed at transforming our world by 2030.
Recently recognized as signatory of the UN Global Compact
(UNGC), the world’s largest sustainability initiative for
companies, Envirotainer is working with the highest standards
of compliance, building strong governance structures and
ethical operations.
As a result, the business not only helps its customers
become more sustainable in a world where reducing
environmental impact is paramount, but the company itself
can be a sustainable one. It’s, therefore, vital that the entire
industry has a razor-sharp focus on sustainability at a time
when the UN says current plans for cutting carbon emissions
would lead to climate catastrophe.4
The cold chain can often be overlooked, but it is an enterprise
that plays a crucial role in modern society, enabling the safe
delivery of vaccines over long distances. While Envirotainer
is doing its bit to transform the pharma cold chain to a more
sustainable industry, boosting positive economic, environmental,
and social effects are just the beginning. As the world’s airlines
and freight forwarders take steps to reduce emissions and ensure
sustainable freight transport, with collective efforts, the industry
can aim for net zero targets by 2050.
ABOUT THE AUTHOR
Ellinor Grape is Senior Product Manager at Envirotainer.
References
1. Envirotainer Sustainability Report 2021
2. Ibid.
3. Ibid.
4. https://www.bbc.co.uk/news/science-environment-59049770
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ESG is Reshaping
the Supply Chain
Six steps pharma organizations can follow to help achieve sustainability in their
product supply chains
BY KRIS SOYOUNG LEE, SAMSUNG BIOEPIS

E

very morning I get my breakfast sandwich and a cup of hot latte at the café on the first floor of my
office building. It’s a morning ritual that I’ve been doing for the last six months. Four months ago,
I started bringing my tumbler for my morning cup of coffee. It is a small change of routine that I hope
will make a small impact on the environment.
Our daily routines have a small impact on the environment,
where business practices have a much more considerable one.
Currently, environmental, social, and governance (ESG) values
and goals are center stage in business. ESG activities are being
used to paint a holistic picture of a company’s supply chain
management and sustainability in the long term. Investors are
reprioritizing their asset management goals and focusing more
on sustainable business models.
Many people assume that establishing environmental,
social, and governance ideas are the main blocks of ESG. This
is true to some extent, but the key to ESG is sustainability. The
sustainable supply chain allows an organization to optimize
processes, increase productivity, and conserve resources, which,
in turn, allows them to identify opportunities to reduce costs
and innovate products. The supply chain has always played
a pivotal role within the pharmaceutical industry, especially
when it comes to meeting patient needs. Its importance is
seismic, not only within the pharma industry but across all
industries, and that has been more evident in recent years due
to COVID-19 challenges.
Supply chain sustainability can be achieved by:
1. Understanding or updating: Companies must first
map out their current supply chain processes and
identify all the connections they have with their clients
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2.

3.

and vendors. This includes mapping out suppliers of
suppliers, and suppliers of suppliers of suppliers, and
identifying raw material sources, as they can have a
sequential impact on the supply chain.
Identify risks: Based on the identified supply chain
connections, companies then need to highlight potential
risks to their supply chain. For example, capacity
constraints within certain contract manufacturing
organizations (CMOs) or lack of transparencies with
their customers or vendors may provide inaccurate
demands or projections.
Build partnerships with vendors and clients to
mitigate against potential risks: As a biosimilar
company, we work with carefully selected CMOs and
supplier evaluations are conducted on a regular basis
to minimize risks in these relationships, while boosting
competitiveness. Ongoing communication channels
are established to maintain supply chain sustainability,
and risks are identified via roundtable business review
meetings, partnership decision meetings, and health
check surveys.1 These communication channel activities
reinforce our supplier and partner communication, and
ensure that we and our partners are aligned to ensure
supply chain sustainability.
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4.

5.

6.

Ensure evaluation of the risk mitigation plans and
activities identified on a regular basis to confirm
sustainability: Devise plans to ensure those risk
mitigation actions are executed via business review
processes. These processes also ensure that ongoing
day-to-day activities are completed without impacting
additional actions to mitigate against risks identified
between clients and vendors. For example, grouping of
deliveries to certain destinations and ordering enough
inventory so there won’t be remaining products that
would go unused. This, in turn, would minimize
potential wasted resources and lessen additional carbon
footprint due to unnecessary transportation of drugs.
Include innovative ideas and process improvements
identified: When the existing supply chain is sustainable,
new ideas can be implemented and enhancements
applied. Since day-to-day operations are optimized,
innovative ideas can be developed and implemented
on top of existing processes without constraints, such as
package size-reduction projects, or implementation of
new raw materials or new raw material vendors.
This entire cycle repeats on regular basis.

Credit: Elnur/stock.adobe.com

Mutual trust

Companies that have resources and processes assuring
supply chain resilience and sustainability show to their
investors and stakeholders an ability to navigate within the
complex maze of the global supply chain. Sustainable supply
chain management starts with increasing transparency and
accountability, and the setting of clear guidelines and standards,
particularly for companies that work with suppliers and
vendors. A pharma company usually works with a diverse group
of partners, including raw material suppliers, contract research
organizations (CROs), CMOs, and logistics companies. For a
business to operate a sustainable supply chain, it is necessary
that the company, as well as its partners, adhere to the codes of
conduct and ethical standards to ensure the health and wellbeing of patients, employees, and local communities. It is also
about keeping the communication channel open with suppliers
and vendors, identifying potential risks, redundancies, and
unmet needs that would benefit both sides, and addressing
operational inefficiencies. This requires investment and efforts
in building trust and mutual respect for each other.

Redesigning the future

Like any other industry, pharma has an impact on the
environment. Drug production inevitably results in emission of

greenhouse gas and excretion of wastes and ingredient residuals
that can have an impact on air, soil, and water resources.2
However, what differentiates a pharma organization from others
is the ability to redesign its business strategies and approaches
in a way that can create shared value for both the individual
company and the society. This could involve using highly
efficient equipment that requires less energy consumption or
developing eco-friendly packaging and shipping materials that
are recyclable or less wasteful. It is also about ensuring safety
of the workers, including those working in partner companies,
and the health and well-being of patients, through rigorous
quality management of medicines, from cell line production to
delivery of final drug products (FDPs).
Biosimilars play a significant role in sustainability, not just
environmentally, but also in terms of social sustainability. One
of the major promises of biosimilars is an affordable option to
existing treatments, which widen patients’ access to medicines.
Increasing the accessibility of medicines, as well as being the
pressure valve for ever-rising healthcare costs and alleviating
the financial burden for more innovation, is one of the ultimate
aims of ESG.
ABOUT THE AUTHOR
Kris Soyoung Lee is Vice President and Commercial Team
Leader, Samsung Bioepis.
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pharmaceutical industry and relative impact of its major players.” Journal of Cleaner Production, Vol. 214, 2019, 185-194.
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What to Look for When Choosing a 3PL
When choosing a third-party logistics (3PL), whether for a
new product launch or re-evaluating your current situation,
certain key considerations must be addressed before
making a final decision.
PHARMACEUTICAL COMMERCE: How do you know if you need a 3PL?
GRIMMETT: Emerging or mid-tier manufacturers may need a 3PL to manage their storage
distribution, accounts receivable, chargebacks, and contract management. A 3PL allows
manufacturers to commercialize products without the capital or infrastructure for a facility to
perform the distribution services they need.

Ryan Grimmett
VP of Strategy and Commercial Planning
Knipper 3PL

Sponsored by

A true 3PL partner also acts as a consultant to the manufacturer that provides solutions based on
the understanding of the services that are required for them, so the manufacturer can focus on their
product approval and create demand for their product.
PHARMACEUTICAL COMMERCE: What’s the timing of securing a 3PL?
GRIMMETT: Securing a 3PL for emerging products typically happens with phase II or at the
beginning of phase III in the clinical-trial process. It ensures a manufacturer has acquired all the
necessary state distribution licenses that are required to launch a product. For manufacturers
that are commercializing products, choosing a 3PL typically starts 12 months out. This allows the
manufacturer time to perform their due diligence when choosing a 3PL or notify their existing
3PL if they already have one and begin the implementation process with their new one. The
implementation process typically takes 60 - 90 days. But with some 3PLs, it can up to 120 days. There
are instances where a manufacturer needs to move to a new 3PL very quickly finding a 3PL that is
agile and can implement quickly while maintaining business continuity is key.
PHARMACEUTICAL COMMERCE: What should you look for when choosing a 3PL?
GRIMMETT: It is important to choose a 3PL that provides all the necessary services to support the
distribution model of the manufacturer: operational automation, in-depth reporting technology,
scalability, and a personal consultative approach to design effective solutions. To ensure a
maximum return on the manufacturer’s investment, the 3PL should strategically design and execute
solutions that are driven by market insights and data. The 3PL
should be a true partner to the manufacturer, not just a vendor.
PHARMACEUTICAL COMMERCE: What services do you need vs what you can bring on and
perform yourself?
GRIMMETT: Service needs vary based on each manufacturer. For example, emerging to mid-tier
manufacturers often need to leverage the title model while they work through obtaining their own
distribution state licenses that are required to commercialize a product. In addition to storage and
distribution services, they may need full order-to-cash end-to-end solutions, chargebacks, and
contract management services. As a manufacturer grows, they may then choose to bring order-tocash services in-house.

®
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Larger manufacturers that have existing full order-to-cash capabilities use
a 3PL for their storage and distribution services.
PHARMACEUTICAL COMMERCE: What are the signs that tell you it’s
time to find a new 3PL?
GRIMMETT: When a manufacturer decides to leave their incumbent
and find a new 3PL, it is usually the result of a few different things. First,
customer service: A 3PL partner should provide high touch and high
attention without charging a premium. Second is quality and performance:
A 3PL should provide highly trained experienced resources by delivering
consistent results. Third, a 3PL should have the ability to adapt to a
client’s needs and tailor solutions for them. Fourth is added services: As
manufacturers change and grow, 3PL partners should be able to provide
additional services as needed, including sampling services, custom
pharmacy solutions, kitting capabilities, relabeling, and DSCSA (Drug
Supply Chain Security Act) serialization solutions. The 3PL should have
the capability to scale and grow as a manufacturer grows, as scalability
ensures a long-term partnership. And finally, reporting and analytics:
having a full visualization of your business is key. This includes state-ofthe-art and best-in-class technology, so the manufacturer can view their
day-to-day operational and financial business.
PHARMACEUTICAL COMMERCE: What characteristics indicate a 3PL’s
flexibility to meet a manufacturer’s unique needs?
GRIMMETT: Again, each manufacturer is different and requires
different services. Based on their size and product portfolio, programs
should be tailored to meet the manufacturer’s need, instead of offering
an off-the-shelf canned solution. For example, some manufacturers
have unique pricing, unique product returns, or unique business rules
and/or distribution.
PHARMACEUTICAL COMMERCE: What characteristics ensure my
business is a top priority to my 3PL?
GRIMMETT: A 3PL should understand a client’s business and distribution
strategy, including attention to detail and focus on performance, and have
tenured individuals who understand their industry and business. They
should also have the ability to dedicate an account manager or a team of
cross-trained individuals to support their business.

PHARMACEUTICAL COMMERCE: What data reporting capabilities
should I look for in a 3PL?
GRIMMETT: Data, analytics, and reporting capabilities are extremely
important to a manufacturer’s business. Having a portal platform at
their 3PL that provides informative AI insights and zeros in on any type of
outliers allows a manufacturer to keep their arms wrapped around the
financial and distribution pieces of their business. Most importantly, data
should be stored in one repository. Many 3PLs have some legacy systems in
place, and there are different repositories where data is stored. It is key that
all data is pulled from one repository to eliminate data reconciliation and
enable real-time reporting.
PHARMACEUTICAL COMMERCE: What technology capabilities should
I look for in a 3PL partner?
GRIMMETT: Again, technology and innovation are key. A true 3PL partner
should have state-of-the-art platforms for their ERP, WMS, DSCSA for
serialization, EDI, OMS, and CRM. This, coupled with human expertise and
automated operations is the ideal 3PL.
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A Game Changer for
Commercial Insights?
Configuration-driven SaaS, powered by modern data management technology, can
enable orphan drug manufacturers to form effective commercial strategies
BY DAN CARDINAL, MELISSA MCDEVITT, AND DAN WETHERILL, BEGHOU CONSULTING

S

oftware applications tailored to specific business needs—combined with
top-notch data management—can boost the commercial effectiveness
of life sciences companies. The solutions especially benefit orphan drug
manufacturers that need to quickly organize their data to gain valuable
insights. They provide a configurable toolbox that helps commercial teams
efficiently build data management systems and custom analytics solutions.
These applications enable emerging companies to scale quickly and keep up
with rapid market changes approaching launch and beyond.

Extracting actionable insights
from ever-increasing amounts
of data is a common challenge for life sciences companies
today. A variety of data management and technology solutions
can help commercial teams organize, manage, and learn
from their data. Flexible data management feeds into a preconfigured software as a service (SaaS), tailored to address the
most pressing aspects of commercial operations. The solution
blends best-of-breed algorithms and advanced analytics with
commercial operations strategies to deliver superior results.
This enables commercial brand teams to integrate data
assets and technology solutions into a single platform,
explore the complex relationships between different areas of
commercial operations, better collaborate across teams, and
uncover new insights.
Placing data management and analytics on one platform
serves as a foundation to efficiently guide commercial
decisions and inform end-to-end sales operations—from
predicting sales to targeting customers, to appropriately sizing
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and motivating the sales force. Here’s how these types of
solutions help energize end-to-end commercial support and
provide emerging companies a distinct advantage.

Adopt a new mindset

Data acquisition can be a significant investment for
cash-strapped orphan drug manufacturers. And alongside
this expense comes pressure to properly organize data and
integrate it with other data assets to uncover useful insights.
Yet, when we surveyed orphan drug commercial leaders, we
found that only about half of respondents called their data
management efforts “somewhat” successful. Further, only
14% said they were successful to a “great extent.”
In the past, life sciences companies worked in siloes.
Each area of commercial operations was handled separately,
making it challenging to identify patterns and connections
across data. Compounding this challenge, data warehouses
often functioned as a “black box”—users couldn’t follow
the data in the system and, therefore, didn’t always trust its
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outcomes. In addition to these challenges, implementing a
data warehouse could be time consuming and expensive.
Too often, companies haphazardly chose off-the-shelf
solutions that only solved one problem, didn’t work well
together, or didn’t fit the overall data management strategy.
Complex technology solutions with extra bells and whistles
were tempting, but could lead to additional, unnecessary
costs—from licensing to maintenance.
So, how can commercial teams keep track of their data,
collect and store information, and glean valuable insights on
patients and physicians?
Commercial teams should shift their mindset toward a
powerful, customizable data pipeline combined with
configuration-driven SaaS. This approach integrates a
company’s data and technology solutions for more informed
commercial operations. In fact, the platform can help organize
and manage data, as well as extract actionable commercial
insights. These highly tailored systems can be built with littleto-no coding—but companies need to lean on their commercial
team’s expertise to ensure proper execution.

Form a one-stop shop for commercial support

Building a single, customized solution can be complicated.
First, companies need to form a team with representatives
from across the organization to help effectively develop the
platform. These include data stewards, business analysts,
and IT representatives. To build a useful platform, this group
must uncover who will use the components of the platform
and how they will use them.
This process helps customize the platform to each user
group, avoiding unnecessary distractions, eliminating
duplication of efforts, and better controlling data. The sales
force, for example, needs access to applications to record
customer interactions, view results of marketing campaigns,
and reference important information on therapies. The
applications should prevent the sales force from inputting
duplicate information on their customers or overriding the
record without proper processes. Data stewards, on the other
hand, need access to the platform’s back-end data’s ingestion
processes, and business analysts require access to the data
itself in order to run analysis and form useful insights.
Orphan drug manufacturers and other emerging
companies often do not have much data prior to product
launch. For that reason, it’s crucial to be able to quickly and
seamlessly integrate new data sources and data related to new
therapies into the company’s technology infrastructure, as it
becomes available. Further, life sciences companies, especially

Too often, companies
haphazardly chose
off-the-shelf solutions that
only solved one problem,
didn’t work well together,
or fit the overall data
management strategy
emerging ones, need responsive technology platforms to help
address fast-changing commercial needs. This flexibility can
also help determine a company’s commercial response to
market events, such as when a competing product is taken off
the market or has a new black-box warning.

Adapt to growing technology landscape

There are hundreds of technology solutions—customer
relationship management (CRM), forecasting, roster
management, and business intelligence—to solve nearly every
challenge that a commercial team will face. And as new data
and technology enter the market, it’s important for life sciences
companies—especially orphan drug manufacturers—to
incorporate this new technology into their existing systems.
That’s why they need to carefully select a platform that will
work for them not only now, but in the future.
With every innovative technology feature added to a system,
companies need to be that much more strategic about which
technology they adopt and how they integrate and deploy it.
Ultimately, those that adopt a platform that integrates a wide
range of commercial activities will better achieve their objectives.
A comprehensive solution that combines well-engineered data
pipelines with highly configurable SaaS applications can lead to
greater use and engagement, increased productivity and efficiency,
greater cross-functional collaboration, and improved data quality.
A flexible platform enables integration into the overall
ecosystem, paving the way for growth and success. This
includes explosions of data, advanced technology solutions,
and efficient sales operations—all for a more promising
commercial future.
ABOUT THE AUTHORS
Dan Cardinal, Melissa McDevitt, and Dan Wetherill are Partners
at Beghou Consulting.
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Securing Sales
Solutions in Pharma
Contract sales organizations are evolving alongside the companies they serve
JULIAN UPTON

L

ast year saw a few reports pointing to the current buoyancy—and major forecasted growth—of
the contract sales organization (CSO) in the life sciences space. Visiongain valued the 2020 global
pharma contract sales market at just over $5 billion and reported that it is set to grow at a compound
annual growth rate (CAGR) of 5.8% by 2031. Transparency Market Research’s 2021 Pharmaceutical
Contract Sales Outsourcing report placed the market’s 2020 value at $7 billion and forecasts a CAGR
of 7% to 2031. India’s Maximize Market Research expected the market to reach $14.5 billion by 2026.

Firms offering contract sales services range from those well
known in the pharma support space to others more focused on
the sales operation. Companies include IQVIA, Axxelus, Ashfield
Engage Medical Sales, QFR Solutions, Syneos Health, Sales Focus,
and Amplity Health. As Visiongain noted in its 2021 report,
however, many firms are now widening their service offerings,
“simplifying their customers’ operations and gaining the maximum
share of their outsourcing budgets, driven by the willingness of
pharma to reduce the number of outsourcers they use.”
Jennifer Meldrum, co-founder and managing partner
of PEAK Pharma Solutions, agrees that the CSO market is
strong. The pharma industry is evolving, she says, and while
this evolution began before COVID-19, the pandemic forced
the industry “into a revolution of sorts.” As such, she explains,
“organizations are looking for flexible solutions and partners that
allow them to remain nimble, adjust course of action quickly,
test new concepts, and prove return-on-investment (ROI) before
significant investment of time, effort, and financials.”
And just as the pharma landscape has evolved, so have the
CSO services provided. While “CSO” is widely recognized
as an acronym for contract sales organization—traditionally
providing contracted sales teams to supplement an organizations’
existing structure—at PEAK Pharma Solutions, for example,
CSO “actually stands for ‘contract solutions organization,’” says
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Meldrum. She explains, “This is because we provide solutions
that go well beyond the sales function, including medical,
marketing, project management, training, recruiting, etc.”
In EVERSANA’s case, the company offers solutions to support
commercial growth across the pharma and life sciences, “helping
manufacturers deploy field deployment teams—comprising
both sales and medical professionals—to accelerate brand
awareness and grow their prescriber base.” It really comes down
to efficiency and costs, says Greg Skalicky, EVERSANA’s chief
revenue officer and head of global commercialization. “If a
brand is launching a product and needs a dedicated sales team
to connect with clinicians to educate them on the product,
manufacturers must determine the costs to find, onboard, train,
and manage a sales team, versus partnering with a company to
outsource the same solution.” The right outsourcing partner,
he says, can bring experience and knowledge of a therapeutic
area, training, and other infrastructure support that can help
manufacturers focus on their product launch while knowing the
outside sales team is being built and managed by a proven entity.
Partnering with a CSO also allows new firms to set up their
footprint in a strategic way, says Meldrum. “CSOs like PEAK are
in a position to support, adjust, identify gaps, and provide timely
and curated solutions for the ever-changing industry,” she says.
CSOs can help pilot concepts and ideas and demonstrate proof of
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concept for partners. “You can essentially test out a strategy, with
the ability to initiate and execute relatively quickly, and evaluate
the outcomes before launching such a concept internally.”

Size doesn’t matter

Pharmaceutical companies of all sizes can benefit from
outsourcing sales. For small startup biotech and pharma
companies, an outsourced partner “can really help scale growth
quickly to meet the company’s needs as they evolve,” says Skalicky.
“Initially, a manufacturer may launch a therapy in one market
and need a team of six sales reps, but as they grow, an outsourced
partner can quickly help ramp up the team to meet demand
while providing consistent training without having to invest
in larger training and development teams.” The same holds
true for large pharma, which faces the same challenges but
may just need larger volumes of reps based on the depth of the
therapy’s impact. However, using a data-first strategy can help
companies understand that a large team may not be needed,
adds Skalicky. EVERSANA’s approach allows its field deployment
teams “to make educated, informed decisions based on patient
and healthcare provider (HCP) populations, [and] create a more
customized plan for an outsourced sales team," he says.
Meldrum agrees that all kinds of pharma companies can be
served by a CSO. For example, for a startup company or a new
affiliate to a particular country looking to evaluate the response
to their company and brands in a new market, a CSO can step in
and tackle much of what is required. PEAK also partners with
pharma companies that have a small footprint/infrastructure
but are now looking to grow to the next phase, with the move
toward growth achieved “in a flexible manner allowing for rapid
adjustments if need be," says Meldrum. PEAK serves large,
established pharma organizations as well, which may not require
additional support services, such as training, analytics, etc., but
are “looking for opportunities to capitalize on market dynamics
quickly,” she explains. By having the option to add share of voice
in a variety of ways, these organizations can quickly implement
strategies to ensure they do not miss unique opportunities.
In addition, says Meldrum, with the significant restructuring
that has occurred across the pharma industry, “There can be
many brands, perhaps later in their life cycle, that have been
left unattended." This is where a CSO can “jump in and offer
solutions to still provide share of voice to that audience, for that
brand, in creative, customized ways,” she notes.

Achieving goals together

In all engagements, a good CSO will sit down with companies
and talk about goals and objectives from the beginning. “We

dig deep into the therapy that will launch and carefully analyze
both current and historic data sources. From there, we can
work together to build a program to drive maximum success
that will ultimately help patients,” says Skalicky. EVERSANA
works with companies to understand what they hope to
accomplish in years one, two, and three. They ask how many
patients the therapy will impact. How strong are the pricing and
reimbursement models? And what will the patient and HCP
experience be like when the product launches?
CSOs work with companies to “solidify strategies, fine tune
tactics, and implement and execute programs allowing for the
best chance for their success,” says Meldrum. PEAK, for example,
can use a client’s existing IT/CRM systems and training and
integrate with the client’s sales/marketing team. Alternatively,
CSOs can work more as a stand-alone, arms-length partner.
“This is where we would be responsible for all aspects of the
program/mandate, including but not limited to, recruiting,
on-boarding, managing, CRM, IT, sample accountability,
analytics, training, etc." The key, says Meldrum, is that the CSO
works closely with its clients to ensure they are fully aware of all
that is transpiring with the program, how it can be improved,
and where there are opportunities to increase ROI.
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Perfecting Patient Roadmap
Three key objectives in building effective support programs
BY MARIA KIRSCH, EVERSANA

E

very journey is different. True in life. And most certainly
true in a patient’s healthcare journey, especially for
complex conditions. Depending on a variety of factors—
patient age, health status, underlying conditions, diagnosis—
every step toward treatment is unique. Patients who have
received, for example, a cancer diagnosis or are managing one
or more chronic conditions or a rare disease—along with their
family members and other caregivers—require many forms
of effective and empathetic support to help them navigate the
ups and downs associated with managing today’s complex and
often costly specialty therapy regimens.
Thankfully, for many patients and their families, drug
manufacturers know it is challenging. And many are working
to create better roadmaps for patients that put their needs and
concerns top of mind. Amid this evolution, it is critical that as
patient support programs are built, they are well-thought-out
and incorporate both human and digital touchpoints while
being grounded in data to truly improve outcomes. To do this
right, we must understand today’s patients, how they consume
information and manage the complexities of their diseases, and
then do everything possible to simplify how they can complete
daily tasks needed to stay on therapy for as long as possible.
It starts with establishing the right objectives for programs
and embracing innovation. The right objectives are key to a
product’s launch success. And since patients come first, the three
we always come back to are access, affordability, and adherence.
Access. When a clinician has selected a therapy for a patient,
there are several factors that can create delays or even prevent
physicians from helping patients get on the therapy. They include formulary-tier status, prior authorization or step-therapy
requirements, labor-intensive coverage appeal process, and
many more. These can delay access for days, even weeks and
months, leaving patients helpless. Similarly, the network for
specialty pharmacy centers managing, for example, oncology
treatments, has narrowed drastically in recent years, creating
additional hurdles. Thankfully, innovation is occurring in some
places with wraparound-type programs that streamline the prescribing process by tapping digital tools into physicians’ work-
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flows that help provide access to experts
who can help break down these barriers.
Affordability. Therapies are expensive. And in many instances, costs are rising. For patients with
high deductible plans, out-of-pocket expenses can be steep. To
aid in this battle, support programs must improve the process
to help patients find alternative options to make mediations
more affordable. This, too, can be powered by digital tools
and trained specialists that can quickly look for comparable
products or find patient assistance programs offered by manufacturers to help reduce financial burdens.
Adherence. Once patients have access to affordable therapies, how can we help them stay on them? Effective programs
do this through caring, experienced staff that can help answer
their questions at the touch of a chat or call on the phone, but
also through data-driven digital reminders that meet patients
where they are. Whether they prefer email, text, or a phone call
reminder, technology and innovation based on patient preference and clinical data (i.e., when to take next dosage) should
be carefully developed together to drive program success.
When these three objectives are well orchestrated and connected using high-tech and high-touch approaches, patients
win. Today’s patients expect that their healthcare experience
will mirror how they can order food or watch a movie. They
have access to everything they need at the touch of a device to
find the answers to help them along their healthcare journey.
As an industry that serves these patients, we must continue
to bring a two-pronged approach to program development.
When we do, we will reap the financial rewards of more patients staying on their prescriptions. We will see more physicians turning to our products and representatives to prescribe
medications. And, most importantly, we will see patients and
their families living happier, healthier lives as they have better
access to treatments.
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