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Understanding the challenges of a first launch

Launching a first product is a critical moment for new biopharma companies. Unlike established companies, they must
prepare for the market while also building their commercial, medical, and access teams from the ground up. A successful
launch is not just about the product itself, but also about building credibility with doctors, payers, regulators, investors,

and patients.

This requires a significant investment in back-office functions like accounting, tax, and finance. It's vital to engage these
teams early, as it takes a lot of time to prepare the necessary systems and reporting.

The typical timeline

of commercialization
readiness from commencing
the commercialization plan
toproduct launchis

18 to24 months.

Key focus areas where KPMG
can support

KPMG LLP (KPMG) works with
pre-commercial companies to support
the strategic plan, accounting and tax.

Our team helps identify potential
risks and offers approaches to
address challenges based on client
needs and leading practices. Through
targeted initiatives, we support the
evolution of finance functions into
scalable operations aligned with
anticipated growth.

=
%

Accounting
and financial
reporting

®

Strategy Systems and

middle/back-
office finance

Product
Launch B
Commercialization S

—~ Supply chain
w2 management

FP&A and .
management Risk fand
reporting compliance

]

Qi

© 2026 KPMG LLR a Delaware limited liability partnership, and its subsidiaries are part of the KPMG global organization of independent member

firms affiliated with KPMG International Limited, a private English company limited by guarantee. All rights reserved.




Product launchrequires cross-functional readiness
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Illustrative activities — not exhaustive

Define the launch vision, value story, and go-to-market objectives aligned to the asset’s
market potential, incorporating key Precision Medicine (PM) elements such as biomarker
strategy and diagnostic readiness.

Translate strategy into execution through focused planning, segmentation, and positioning,
supported by coordinated market shaping, payer engagement, and diagnostic enablement.

Assess commercial, supply, and distribution arrangements to inform accounting policies and
gross-to-net assumptions.

Draft and implement new accounting policies, address complex issues, and update financial
statements and Management Discussion and Analysis (MD&A).

Align business and IT on a target operating model and implement core financial and reporting
systems.

Support post—go-live stabilization and drive continuous improvement.

Perform risk assessment for the new target operating model.

Design and implement controls to address identified risks, and update control
documentation and testing procedures.

Build policies, procedures, and controls for promotional, contracting, and government-pricing
compliance.

Deploy monitoring technology, perform audits, and deliver compliance training, shaping and
payer engagement.

Optimize tax structure and mitigate risk through revised accounting methods and incentive
planning.

Address Base Erosion and Profit Shifting (BEPS), transfer-pricing, R&D credits, and indirect-
tax obligations.

Refine the company’s business plan and equity story for capital raising, with adjustments as
commercialization approaches.

Enhance long-range financial planning and develop scenario/sensitivity planning for board
discussions; improve cash and liquidity management.

Integrate demand forecasting with manufacturing and distribution; evaluate supplier capacity
and partnerships.

Model inventory and Cost of Goods Sold (COGS) under different scenarios and design a
scalable, efficient supply chain.
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How We Provide Value

A holistic, strategy-led approach to commercialization

We offer a broad advisory approach to guide companies through their first launch, creating a single path to commercialization. WWe embed strategy
with critical functions, including financial reporting and accounting, tax, and FP&A, while establishing robust systems for middle/back-office finance,
internal controls, risk and compliance, and supply chain management. By identifying hurdles early, we enable timely remediation and careful planning,
establishing a structured approach to support your commercialization objectives.

Phase 1 | 2 Phase 2 > Phase 3 >

Scoping Diagnostic Design and Implementation Long-Term Advisory Support

e Assess the current state of key strategic, e Partner on the design and execution of e Continue supporting you as your business
operational, and financial functions against launch strategy, operating models, systems, objectives evolve post-launch, helping
stakeholder expectations and industry best and policies across commercial, finance, sustain momentum and scale your
practices tax, and risk functions organization

e Conduct a diagnostic to identify e Support the build-out of commercial e Provide ongoing advice for complex events
and prioritize gaps across strategy, capabilities (field deployment, customer (new indications, policy shifts, partnerships,
accounting, tax, financial reporting, and engagement, market access), while also M&A) that may arise after the initial launch
commercialization processes, with clear strengthening financial controls, forecasting,
recommendations for next steps and compliance readiness

About Our Healthcare and Life Sciences Group

We are one of the largest global providers of professional services to the healthcare and life
sciences industry, spanning Strategy, Advisory, Audit, and Tax. With more than 6,400 dedicated
industry professionals, we combine deep sector expertise with proprietary tools and data-driven
methodologies. Our team has guided numerous emerging biopharmas through their first launches,
supporting clients as they transition from strategy through execution to measurable value creation.
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