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What is FTLA
Snapshot?

The FTLA Snapshot shares
the collective insights from
one of our recent panel
discussions, where leaders
across strategy, science, and
commercialization came
together to unpack what it
really takes to launch for the
first time. We hope this

Orchestrating First-Time Launch Success: A Cross-Workstream Perspective serves as a guide and a

. . . . . source of confidence as yo
This inaugural edition of the FTLA Snapshot summarizes key insights shared during our N jiaence as you
. . . . : prepare for this high-impact
recent panel discussion, which explored the four essential workstreams across a First-

Time Launch. llestete,
Our panel of industry leaders with deep first-time launch (FTL) experience came together Firsttime launches (FTLs)
to spotlight the real-world complexity, cross-functional integration, and hard-earned are deﬁninq moments for
wisdom that define successful launches in the emerging biotech FTL landscape. emerging biopharma
Whether you are in Strategic, Clinical, Commercial or Operational roles, collaboration and companies. Success hinges
communication among different groups is critical to reduce silos and keep everyone not only on scientific and
aligned towards a successful first-time launch. regulatory achievements,
but on the synchronized

. efforts of strategic,

Panelists

operational, and enabling
functions.
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The Four
Essential
Workstreams

Corporate Strategy

Defines and funds the
opportunity. With active key
functions, such as Corporate
Strategy, Business
Development & Licensing,
Investor Relations &
Communications, this
workstream ensures the
organization is aligned
behind the asset'’s value, has
secured the necessary
investment, and is making
the right strategic bets to
support the product's
success.

Drug Development

Proves the science. From
designing pivotal trials to
navigating the regulatory
landscape, this workstream
generates the evidence
required for approval and
future adoption requiring
critical collaboration across
functions that include
Clinical Development,
Regulatory Affairs, CMC
(Chemistry, Manufacturing
& Controls) and Quality
Assurance.

Commercialization

Delivers the product to
market. This includes
manufacturing, distribution,
pricing, payer strategy, field
force readiness, and
stakeholder engagement,
which are all designed to
ensure the right product
reaches patients at the
right time in the right place.

With functions such as
Manufacturing, Supply
Chain & Logistics, Medical
Affairs & Market Access
Strategy and Marketing,
Branding & Sales Force
Deployment, there are
many processes that are
critically integrated here as
well as vitally fed and
integrated from the other
essential workstreams to
ensure success.

Enterprise
Enablement

Supports the launch
infrastructure. Functions
like Finance, IT, HR, Legal,
and Compliance ensure
the organization is
operationally and legally
equipped to scale and
sustain the launch from
beginning to end.

With open & candid dialogue across functions, timelines and internal & external
dynamics at play, here’s some themes & takeaways from our discussion to consider in
your journey:

Overlapping Roles & Accelerated Timelines

Ayesha resonated with our one-pager First-Time Launch: Aligning Strategy, Science & Execution,
recognizing that most don't know what'’s happening at the same time amongst the groups. Early
and often communication cannot be oversold!

Marty reflected candidly on the FTL reality: in small companies, timelines collapse and
workstreams blur. Teams wear multiple hats requiring agility, prioritization, and relentless
communication.
“In large pharma, functions are distinct. In FTLs, it's often the same people across
workstreams, which makes alignment even more critical.” - Marty

& 1. Corporate Strategy: Begin With the End in Mind

“Launch readiness starts at pre-IND. Engage with FDA early, they are a very important
partner in launch readiness” - Michele
Michele emphasized defining success early: What does launch excellence look like? How will you
measure it? Developing a strong Target Product Profile (TPP) was cited repeatedly as the north
star to align internal teams, investor strategy, and external messaging.

Scenario planning and proactive risk mitigation are also key—teams must regularly ask “what if?”
to stay agile in the face of inevitable uncertainty. Delays in packaging, funding, hiring, or partner
readiness can unravel alignment with corporate goals.
“Scenario planning isn't optional—it's essential. Have the tough conversations early, not
reactively.” -Ayesha
“There’s never enough cash-on-hand, raising money proactively is critical, be ready for
delays..” —Michele

8\ 2. Drug Development: Phase-Appropriate Decisions

FTLs must be mindful of phase-appropriate development. Marty urged teams to prioritize speed to
data in Phase | (e.g., “put the API in a capsule fast”) while building manufacturing robustness and
supplier relationships now and thru later phases. Phase Ill should be about scale, supply chain
redundancy, and CDMO partnerships that can withstand tariffs, disruptions, and quality risks.

Think about risks and supply chain redundancy — understand your sources of supply to ensure a
solid history of GMP compliance and confidence in supply continuity from the supplier base.

Also emphasized: don't wait to bring in Regulatory. Early engagement can drive strategic

designations like orphan or rare pediatric, which are instrumental to launch success.
“Don’t overbuild early, but don’t wait to engage key partners like FDA and CDMOs either.
Launch excellence requires sequencing and foresight.” - Marty

In response to a live question regarding our experiences mistakes, Ayesha offered advice:
“Having the right clinical end points in the trial are critical to help you build a stronger
value story”

= 3. Commercialization: Market Access Must Start Early

Ayesha emphasized that market access planning starts years in advance, especially pricing
strategy, stakeholder engagement, and 3PL and distribution partner selection. Contract
negotiations with specialty distributors, the Big 3, and payors can take 6+ months—and are critical
to long-term sustainability.

Importantly, manufacturers can speak to payors pre-approval under FDA guidance—and should.
These early dialogues should introduce the company, brand vision, and pricing philosophy, not just
the asset.

“Pricing is not just research—it’s reputation. Get it right the first time.” — Ayesha

£ 4. Enterprise Enablement: Hiring & Culture Matter

Multiple panelists warned of mismatched hiring timing—too soon drains resources; too late stalls
execution. Teams should align hiring and spending to milestones (e.g., candidate nomination,
mid- and late-clinical testing, NDA acceptance, T-6 PDUFA).

Michele shared that education is a differentiator—not just for prescribers and pharmacists, but
also internally. Everyone from commercial to quality should understand the patient journey,
mechanism of action, and why the therapy matters.
“Hire the right team for this launch, not just any launch. You need the right experience,
mindset, and passion to appropriately support the patients in this disease area.” — Michele




Final Takeaways

(kI Keep the patient at the center of everything you do. Ask “how will this impact the patient?”

Seek and keep the end in mind before starting execution—at any phase or function

right questions and making it safe for you team to bring up the challenges and help with
solutioning

Communicate early and often—at all levels. Don’'t assume everyone is aligned and even
understands the goals

You can break down the siloes, but seek to build bridges in case siloes re-emerge the bridges
will remain. Proactively reach out, invite people, and expertise to the conversations

m Hire the right people at the right time and create an environment where you are asking the

Final Thoughts

At the FTLA, we believe that a successful first launch isn’t just about
approval—it's about building an organization that can execute with clarity,
collaboration, and confidence.

The lessons captured here are shaped by the real experiences of cross-
functional leaders working through the complexity of first-time launches. We
. hope this gives you a structure to work from, and a shared language to bring
your teams together as you move from science to strategy to success.

This framework of four essential workstreams will continue to guide future
webinars hosted by the FTLA. Each session will dig deeper into specific
challenges and best practices within and across these workstreams, helping
FTLs map their journey and strengthen their launch capabilities at every step.

Thank you to our sponsors!
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About First-Time Launch Alliance (FTLA)

The FTLA brings together biopharma leaders and innovators who are dedicated to the successful first-
time launch (or subsequent launches) of commercial biopharma products. Operated by FTL leadership
with strategic direction provided by the executive committee, the FTLA creates a vibrant, expert-driven
community that shares knowledge, drives innovation, and elevates execution—so that every launch is set
up for success and every patient benefits from new therapies.
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