
The importance of 
Defining a Target 
Product Profile 
(TPP) for Early-
Stage Biotech 
Companies



What TPP Is

• A Target Product Profile (TPP) is a strategic 
blueprint that outlines the ideal attributes of a 
new drug, serving as a central reference point 
throughout the development process.

• For early-stage biotech companies, establishing 
a robust TPP is not just a regulatory or technical 
exercise-it is fundamental to aligning innovation 
with patient needs, regulatory expectations, and 
market realities.



Why TPP Is Essential for 
Early-Stage Biotech

• Strategic Alignment: A well-defined TPP provides a clear 
vision of the product, ensuring all stakeholders-from 
scientists to investors-are working toward the same 
objectives. This alignment minimizes miscommunication and 
maximizes efficiency across the organization.

• Risk Mitigation: By identifying target indications, efficacy 
benchmarks, safety profiles, and administration routes early, 
a TPP helps anticipate challenges and avoid costly missteps 
later in development.

• Regulatory Guidance: The TPP acts as a living document 
that evolves with the project, guiding interactions with 
regulators and helping to ensure that development plans 
meet approval requirements.

• Commercial Success: The TPP is not just a technical 
document; it is a commercial tool that shapes the product’s 
differentiation, market positioning, and ultimately its value 
proposition to payers and providers.



Aligning Drug Development 
with Patient Needs

• Patient-Centricity: Early integration of patient needs-such as 
dosing convenience, meaningful clinical endpoints, and real-
world outcomes-into the TPP ensures the final product 
addresses genuine unmet needs, improving adoption and 
impact.

• Market Access: Drugs that are developed with patient and 
payer needs in mind are more likely to secure reimbursement 
and achieve commercial success. A TPP that reflects these 
priorities helps avoid late-stage surprises that can derail 
access or uptake.



The Critical Role of Market 
Access Specialists

• Defining Endpoints and Population: Market access experts 
bring deep understanding of payer requirements, HTA 
frameworks, and competitive landscapes. They help define 
clinical endpoints and patient populations that will resonate 
with regulators, payers, and ultimately, prescribers.

• Optimizing TPP for Reimbursement: By contributing insights 
on pricing, reimbursement criteria, and health economics, 
market access specialists ensure the TPP is designed for both 
regulatory approval and commercial viability.

• Cross-Functional Collaboration: The most effective TPPs are 
developed collaboratively, incorporating input from clinical, 
regulatory, commercial, and market access teams. This 
integrated approach increases the likelihood of successful 
market entry and patient impact.



Sur Access can guide you in 
navigating uncertainties, helping 
you avoid avoidable risks and 
strategically balance the impact 
of unavoidable risks on your 
pricing strategy, ultimately 
demonstrating the value of your 
products and achieving a 
sustainable price.

Talk to us!

Sanja.fitzgerald@sur-access.com
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