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Despite an abundance of marketplace uncertainties during a global 
pandemic, the pace of activity in cell and gene therapies (CGTs) 
has not slowed. If anything, it has only continued to accelerate.

According to the Alliance for Regenerative Medicine, there are 
2,648 ongoing clinical trials for regenerative medicines and 
advanced therapies worldwide; 243 are in Phase III. This includes 
trials sponsored by industry and non-industry organizations 
(academic, government, and other institutions).

As these products begin to seek regulatory approval for commercial 
use, manufacturers are looking to the trailblazing organizations 
that have preceded them to market in hopes of learning from 
others’ mistakes. 

Manufacturers are asking, “When things went wrong during the 
commercial launch of other CGTs, where did it go wrong, and 
why? How can we avoid making the same mistakes?”

In working with various CGT manufacturers, Archbow Consulting and 
Valuate Health Consultancy have identified previous commercializa-
tion mistakes that market access teams can proactively avoid with 
the right approach and preparation. The six mistakes featured 
here are some of the most common and likely some of the easiest 
to anticipate and overcome.

INTRODUCTION  
AND LANDSCAPE

https://alliancerm.org/sector-report/h1-2021-report
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Assuming That  
the Science is Enough   
Our teams have been engaged with ARM (Alliance for Regenerative 
Medicine) for several years, attending the Meeting on the Mesa and 
Meeting on the Med since 2019. In the dozens of conversations we’ve 
had with CGT companies at those meetings, one commercial mistake 
was omnipresent – assuming that the science (or technology) is so 
good that it’s enough to equal commercial success.

We’ve repeatedly heard words and phrases like “curative” and “life-
changing” and witnessed time and time again false confidence that 
a product’s science will tell a story that will make payers gladly open 
their pocketbooks, service partners bend over backward to deliver 
unique solutions, and sites of care find a way to administer the product 
regardless of ease-of-use or financial viability. Such assumptions can 
(and have) led to critical commercialization missteps.

To be clear, when it comes to commercializing a CGT, the science 
absolutely matters. In fact, if managed correctly, it’s the foundation for 
everything else. The science can and should influence:

• The value story for payers.

• How the product is moved from the manufacturing site to the patient 
(and sometimes, how the product is moved from the patient to the 
manufacturing site and back to the patient.)

• Areas where patients and caregivers may need extra support.

• Sites of care.

As important as the science is, it’s not enough to drive commercial 
success. Manufacturers need to take certain strategic steps to 
maximize the commercial benefit of great science.

About the Expert
Kevin Cast’s career in the pharmaceutical and biotech industry 
includes experience in pharma companies, PBMs, service providers, 
and specialty pharmacies over three decades. Today, as a founding 
partner of Archbow Consulting, an Entrée Health network company, 
Kevin helps CGT companies develop and deliver effective and 
efficient commercial strategies. Learn more about Kevin on LinkedIn. 

KEVIN CAST 
Partner 
Archbow Consulting

MISTAKE #1

How Manufacturers 
Can Avoid Making 
This Mistake
•  Begin with the end in mind by 

including commercialization team 
members or partners at the table 
as early as possible. 

•  Write your story as you go. 
With each scientific milestone, 
challenge your team to consider 
what this means to patients and 
what value it brings to payers.

•  Start commercial planning at 
least 24-months  prior to your 
expected launch date. There 
are basic services that must be 
secured well ahead of FDA and/
or EMA approval. These include 
everything from partnering with 
a third-party logistics provider to 
conducting market research with 
sites of care.

•  Know what the right questions are 
to ask along the journey and ask 
them. Work with people who have 
successfully brought a CGT to 
market and know what good (and 
bad!) looks like.

Timeline
CGT companies that engage in 
commercial thinking as early as 
Phase I are best positioned for the 
transition from science to market.

PHASE I

https://www.linkedin.com/in/kevin-cast-19034a6/
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Trying to Launch a CGT  
Without a 3PL or SD Partner   
We often hear how manufacturers associate CGTs with elusive and 
complex distribution models – ones that don’t require a Third Party 
Logistics (3PL) or Specialty Distribution (SD) partner because a 
direct shipment solution can instead be leveraged. While it is true 
that commercialization solutions for CGTs are typically more complex 
and highly customized to their brand, it can be a mistake to assume 
launching without 3PL or SD partners is always the right approach. 

Instead of leveraging a traditional distribution model, a virtual 3PL and a 
“flash title” distribution solution may be the right fit for a CGT. Here’s why: 

• A “flash title” model is a unique dropship solution for CGT where 
manufacturers can implement logistical needs for cold chain and 
cryo-required deliveries and simultaneously take advantage of a 
single distributor’s established state licenses.

• Distributors have extensive access into the market and likely already 
have targeted sites of care set up within their systems, limiting post-
launch delays for new account onboarding. 

• Site of care familiarity with existing 3PL or SD online ordering 
platforms can prevent ordering confusion and delays.

• 3PL and SD providers manage automated order-to-cash backend 
services on a daily basis. Taking advantage of their streamlined 
financial operations removes the burden of credit checks, returns 
management, and account receivables risk (often sizable in CGT) 
from the manufacturer.

About the Expert
With more than 25 years of pharmaceutical supply chain experience, 
Paul Furgal has acquired proficiency in third party logistics, 
specialty pharmacy and distribution contracting, cell and gene 
therapies, market access, and biologic product launches. Today, he 
provides unique insider perspectives and offers creative solutions 
to the supply chain challenges facing new products, such as CGT.  
Learn more about Paul on LinkedIn.

PAUL FURGAL 
Vice President 
Archbow Consulting

MISTAKE #2

How Manufacturers 
Can Avoid Making 
This Mistake
• Seek to educate internal teams on 

3PL and SD capabilities, connecting 
with potential providers to learn 
specifics as needed.

•  Discuss flash title distribution 
solutions with your 3PL or exclusive 
SD partner early to assess licensing 
requirements, if any.

•  Evaluate the full breadth of order-
to-cash functions needed for 
CGT support, and assess if your 
internal teams have the resources, 
experience, and willingness to 
take on the financial risk.

•  Educate sites of care on ordering 
process, leveraging existing SD 
platforms for CGT order-to-cash 
functions.

Timeline
Manufacturer discussions with 3PL 
or SD partners should begin 18 – 24 
months ahead of launch. 

18 – 24 MONTHS

https://www.linkedin.com/search/results/all/?keywords=paul%20j%20furgal&origin=RICH_QUERY_SUGGESTION&position=0&searchId=8dabfe42-758c-48c9-bf45-63420affd993&sid=BlF
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Attempting to Operationalize a  
CGT Supply Chain Launch in a Silo   
Though manufacturers typically acknowledge that CGTs require 
unique commercialization solutions to ensure a successful launch, initial 
planning and launch preparations often aren’t similarly approached in 
a unique way, much to the detriment of downstream operations. 

The typical approach to product launches (making commercial 
decisions, including partner selections, often in a vacuum and driven 
by different steering committees) may fail for CGTs. Because these 
nuanced therapies require additional customization and enhanced 
educational efforts throughout the supply chain, a broader group of 
stakeholders should be included in strategic planning much earlier 
than expected, if not engaged from the start. 

At a minimum, representatives from the following groups should 
contribute to cross-functional planning sessions, based on specific 
product needs and number of services being outsourced: CMO, 3PL 
provider, distributor, specialty pharmacy, hub provider, data aggregator, 
third party transportation provider, sites of care, and data analyst.

About the Expert
Shannon Hybner has extensive, hands-on experience guiding 
commercialization strategies for specialty distribution and third-
party logistics solutions on behalf of manufacturer partners. She’s 
supported the operational design and setup of multiple CGT programs 
through launch, including the education and training of sites of care on 
unique CGT distribution requirements and nuances. Learn more about 
Shannon on LinkedIn.

SHANNON HYBNER 
Director 
Archbow Consulting

MISTAKE #3

Timeline
To avoid a siloed approach, manufac-
turers should begin engaging supply 
chain stakeholders 18 – 24 months 
ahead of launch. This extra time is 
necessary to collaborate and refine 
customized CGT commercial strate-
gies and implement data touchpoints.

How Manufacturers 
Can Avoid Making 
This Mistake
•  Identify the CGT leadership team 

and a point person to oversee all 
aspects of the launch.

•  Create an internal and external 
cross-communication strategy 
across all stakeholders, for both 
implementation processes and 
the life of the program. 

•  Verify and communicate custom 
interface and build requirements 
to key IT personnel early, and how 
such data is expected to route 
through all necessary third parties.

•  Educate sites of care on the 
patient-specific data requirements 
that are unique to CGT orders.

•  Engage experts to help create 
cross-functional process maps 
and SOPs where needed to 
provide a holistic view of the CGT 
supply chain solution.

•  Observe. Adapt. Refine. Repeat. 
Adjust and refine your strategies 
based on stakeholder feedback, 
continuing post-launch.

18 – 24 MONTHS

https://www.linkedin.com/in/shannonhybner/
https://www.linkedin.com/in/shannonhybner/
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Failing to Fully Understand How Sites 
of Care will Adopt, Implement, and 
Engage with a Product   
The administration of CGTs today is reliant on hospitals and HCPs. 
That means new products must be something that can be used in  
these sites of care, requiring manufacturers to be certain that everything 
from shipping/receiving to storage, preparation, and administration are 
not only possible but manageable within existing workflows.

Sites of care have been too often overlooked in CGT commercialization 
strategies, and the problems that have arisen to date are classic cases 
of “we didn’t know what we didn’t know.” History has shown us that 
products that are too financially risky or too complex to store, prepare, 
and administer, can struggle with commercial adoption. 

This is where market research can make all the difference. It’s 
nearly impossible to say with 100% confidence that a program will 
meaningfully meet the needs and wants of customers if no one has 
asked them what they actually need and want.

We’ve conducted numerous market research projects on behalf of 
CGT manufacturers in the last 2-3 years, and it’s safe to say that each 
project provided site of care insights that drastically impacted the 
commercial strategy of the manufacturer. In one instance, we learned 
that supplies required for administration of the product were no longer 
purchased by most sites of care. In another, it was revealed that the 
preparation and administration timeline of the product was too long 
and therefore not viable for sites of care.

About the Expert
Katie spent the first half of her career working in the hospital space 
before moving into pharma and biotech. Her diverse career spans 
working with patients, physicians, payers, and pharma, in both academic 
and commercial organizations. Today, she helps CGT manufacturers 
better commercialize their products through customized Fair Market 
Value assessments and targeted market research with prescribers, sites 
of care, and distribution partners.  Learn more about Katie on LinkedIn.

KATIE RAPP 
Vice President 
Archbow Consulting

MISTAKE #4

Timeline
Typically, the earlier market research is 
conducted, the better.  We’ve worked 
with some manufacturers as early as 
Phase I to ensure potential commer-
cial barriers could be identified early 
enough to course-correct in R&D.

How Manufacturers 
Can Avoid Making 
This Mistake
•  Conduct market research with 

sites of care as early as possible. 
Ask the right people the right 
questions during the right phase 
of your product’s journey. Seek 
expert guidance on what the right 
questions are.

•  Don’t ask sites of care to adjust to 
your product’s workflow.  Instead, 
meet them where they are by 
leveraging research insights to 
create processes that work within 
their existing workflow. 

•  Build relationships with sites of 
care and work with them to 
eliminate future potential barriers 
to commercial adoption.

As Early as Phase I

https://www.archbow.com/market-research-identifies-site-of-care-barriers
https://www.archbow.com/hospital-market-research-cell-thera
https://www.linkedin.com/in/katierapp1/
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Not Selecting the  
Right Treatment Providers   
CGT manufacturers invest an abundance of time and resources 
developing products that rely heavily on treatment providers to 
properly store, prepare, and administer them. Treatment providers 
who prioritize administration of a particular product can have a 
significant impact on commercial success. These may include 
hospitals, IDNs, academic medical centers, infusion centers, and 
potentially HCP offices in the future.

Often, manufacturers don’t give enough consideration to the last leg 
of their product’s journey. They’ve invested so much in developing a 
lifechanging, curative, safe, effective, and tolerable product, yet the 
remaining administration barriers become an afterthought.

In our experience, failing to strategically select CGT treatment providers 
can have a massive impact on product uptake (or lack thereof).  When 
a CGT manufacturer has selected the wrong treatment partners, 
we’ve seen:

• A dearth of treatment appointments due to prioritization of other 
(preferred) products.

• Treatment centers with such low patient volume that they’re unwilling 
to negotiate with payers and instead utilize single case agreements for 
all treatments.

• Payer mandates limiting treatment center choice.

• Unwillingness to treat patients across state lines due to lack of 
reciprocity agreements.

About the Expert
Lori is a senior market access strategy executive with more than 30 years 
of comprehensive payer, health system, and pharmaceutical consulting 
experience. She previously served as the strategic lead for the launch of 
Luxturna from Spark Therapeutics, the first one-time gene therapy launched 
in the United States. Today, Lori supports pharma and biotech clients 
across strategic planning, commercialization of products, pricing and 
contracting, training/moderation, reimbursement support, segmentation/
archetyping, and other market access strategic functions.  Learn more 
about Lori on LinkedIn.

LORI D. WOOD 
Principal 
Valuate Health Consultancy

MISTAKE #5

Timeline
 24 months prior to launch, manufac-
turers should develop criteria for the 
selection of their network of treatment 
centers. After criteria are developed, 
manufacturers should select, negoti-
ate, train, and refine the network to be 
ready for launch.

How Manufacturers 
Can Avoid Making 
This Mistake
•  Make the selection of treatment 

providers a strategic priority during 
product development. Give careful 
consideration to centers of excel-
lence and the influence they have on 
your treatment network.

•  Do not assume a bigger network 
of treatment providers is better.  In 
fact, for many products, a small, 
well-trained, and engaged network 
is right-sized. When caring for 
ultra-orphan patient populations, 
remember that a large network will 
inevitably include some treatment 
centers that won’t see enough 
patients to be viable.

•  Train treatment providers and the 
staff that service them. Evaluate 
training results, adapt training  
resources, and re-train to ensure all 
stakeholders are well-prepared for 
product administration. Invest re-
sources into making the relationship 
with treatment providers a success.  

•  Ensure that payers understand and 
support chosen treatment providers.

24 Months Prior to Launch

https://www.linkedin.com/in/lori-wood-8503b621/
https://www.linkedin.com/in/lori-wood-8503b621/
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Neglecting to Proactively  
Plan for Value-Based Contracting  
Value-based contracting is a healthcare model whereby stakeholders, 
including institutions, providers, and payers, contract based on patient 
outcomes. The goal of value-based contracting is to evaluate and treat 
patients holistically in order to decrease the worsening of chronic disease, 
use evidence-based medicine (EBM) to identify the most safe/efficacious 
treatments, and lower overall costs.1

Although value-based contracts (VBCs) are logistically challenging 
to implement, CGTs are ripe for this approach due to high treatment 
complexity, high upfront cost, and low volume of patients treated at a 
given payer.2

Demonstrated benefits of VBC extend to many healthcare stakeholders:

• Patients: Less money spent on prescriptions, provider visits, and 
medical tests.

• Providers: In the long-term, VBCs will allow providers to realize 
efficiencies, increase quality, and decrease overall time spent to 
manage chronic diseases.

• Payers: By identifying specific interventions to optimize patient care 
and mitigate the progression of disease, payers can predict and/or 
decrease long-term costs.

• Manufacturers: Manufacturers can tie patient outcomes to specific 
products, allowing them to better quantify product value.

SOURCE:
1 NEJM Catalyst

2 Pharmacy Times

About the Expert
As a medical and market access specialist, Elan has acted as a key 
stakeholder in drug approvals, leading operational and developmental facets 
of clinical trials, and working with regulatory agencies to ensure transparency. 
Elan has led over 15 clinical trials, been instrumental in the launch of multiple 
drugs, and been part of global C-Suite Think Tanks to streamline internal and 
external operations. Learn more about Elan on LinkedIn.

ELAN LUTINGER 
Senior Analyst 
Valuate Consulting

MISTAKE #6

Timeline
 Manufacturers should begin value- 
based contracting discussions with 
payers at least 3-6 months prior to 
anticipated product approval.

How Manufacturers 
Can Avoid Making 
This Mistake
Create a robust VBC plan that  
accounts for:

•  Routine and periodic monitoring. 

•  Collection and reporting of adverse 
event, relapse status, and treatment 
plan information. 

•  A payment cadence that aligns with 
the therapeutic journey. 

•  Costs of product, administration, and 
outcomes tracking,

3 – 6 Months Prior to Launch

https://catalyst.nejm.org/doi/full/10.1056/CAT.17.0558
https://www.pharmacytimes.com/view/value-based-contracting-in-oncology
https://www.linkedin.com/in/elan-lutinger/
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About Archbow Consulting
Archbow Consulting helps pharma and biotech companies design, 
build, and optimize product distribution and patient access strategies. 
Archbow was founded by industry veterans to meet a need in the 
marketplace for consulting options that offer diverse real-world 
experience, are able to leverage deep connections across the 
industry, and can also provide actionable strategic guidance. 

Connect with Archbow Consulting
Archbow Website

LinkedIn

Twitter

Email

About Valuate Health Consultancy
Valuate Health Consultancy helps life sciences companies understand, 
uncover and navigate the market access barriers that stand between 
the lifechanging products they bring to market and the patients that 
need them. Our team is comprised of former payers, PBM and trade 
executives, health policy attorneys, market access executives, and 
clinicians who bring extensive real world experience to our clients’ 
business. Backed by a specialized market access data analytics team, 
we identify market risks, analyze performance, gather insights from your 
corporate customers, and synthesize a comprehensive view of your 
market access challenges and opportunities to inform strategic planning 
and action.  Because people deserve access to the healthcare they need.

Connect with Valuate Health Consultancy
Valuate Website

LinkedIn

Twitter

Email

SUMMARY

The earlier CGT manufacturers start 

engaging key commercial stakeholders, 

the greater the opportunity to ensure 

success by avoiding common mistakes. 

With market access strategies often 

beginning as early as Phase I, it is 

essential to keep a sharp eye trained to 

marketplace developments during the 

peri- and post-launch phases. Good 

consulting partners can drive CGT 

commercial success by identifying, 

addressing, and effectively overcoming 

potential mistakes, so that market 

access teams can focus on what they 

do best – ensuring their therapies make 

it into the hands of the patients that 

need them most. 

Archbow Consulting and Valuate 

Health Consultancy are sister 

companies under the Entrée Health 

Value and Access division of Omnicom 

Health Group. Learn more about our 

united organizations here. 

http://www.archbow.com/ 
http://www.linkedin.com/company/archbow-consulting
http://www.twitter.com/TeamArchbow
mailto:info%40archbow.com?subject=
http://www.valuatehealth.com/
http://www.linkedin.com/company/valuate-health-consultancy
http://www.twitter.com/valuatehealth
mailto:research%40valuatehealth.com?subject=
https://www.archbow.com/post/omnicom-health-group-acquires-archbow-consulting

