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Therapeutics Commercialization Plan 
Educational Guide (Not legal, regulatory, or investment advice) 

 

This Therapeutics Commercialization Plan is a comprehensive, operator-grade handbook 
for academic researchers, clinicians, and first-time founders commercializing therapeutic 
technologies.  
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1. Introduction & How to Use This Plan 
This plan is designed to be both a sequential guide and a reference manual. If you are early in 
development, read it end-to-end once, then return to each section as you reach that stage. If 
you are mid-stage, use the tables to stress-test your current assumptions (timeline, cost, risk, 
and exit readiness). 

Therapeutics commercialize differently than diagnostics and devices because the product 
must repeatedly survive new layers of evidence: preclinical reproducibility, IND safety 
requirements, human safety, proof-of-concept efficacy, confirmatory efficacy, and ultimately 
manufacturing and quality standards at scale. Each layer can invalidate earlier confidence. 

Accordingly, this plan is built around value inflection points. Your goal is not to “finish the 
whole journey” alone. Your goal is to assemble a credible, deal-ready data package that a 
larger partner can underwrite and scale. This mindset changes how you scope experiments, 
trials, hiring, and fundraising. 

Each section includes narrative guidance (how experienced teams think and decide) and 
tables (how to operationalize the decisions). Use the tables directly in grant applications, 
investor updates, board decks, and diligence packages. 

Finally, treat this document as a living plan. Update it after major data readouts, FDA 
interactions, financing events, or partner feedback. Therapeutics is a game of disciplined 
iteration—your advantage is clarity and speed of learning. 

PRO TIP:  Review this guide before applying for academic or other grants to see if you can start 
the FDA steps under those grants. 

Overview 

Dimension Therapeutics Reality Founder Implication 
Primary risk Biological efficacy + safety Design early translational 

proof + kill criteria 
Timeline Often 8–15 years to 

approval 
Plan milestone-driven exits 

Capital intensity High; escalates sharply in 
Phase II/III 

Avoid premature scaling; 
raise to inflection points 

Exit pattern Licensing/acquisition 
common 

Build for deal-readiness, not 
full integration 
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Costs and Timeline 

Stage Typical 
Duration 

Estimated 
Cost Range 

Primary Risk 
Reduced 

Key 
Deliverable 

Discovery/validation 6–18 
months 

$0.2M–$2M Mechanism 
plausibility 

Target 
rationale + 
assays 

Preclinical/translational 12–36 
months 

$1M–$10M Translation 
confidence 

Biomarkers + 
models 

IND-enabling 12–24 
months 

$1M–$3M+ Safety + 
manufacturability 

IND package 

Phase I 12–24 
months 

$3M–
$10M+ 

Human safety + 
engagement 

FIH dataset 

Phase II 24–36 
months 

$20M–
$75M+ 

Efficacy PoC PoC dataset + 
plan 

Phase III 36–60 
months 

$100M–
$300M+ 

Confirmatory 
efficacy 

Pivotal trials 

2. What Makes Therapeutics Commercialization Unique 
Therapeutics intervene directly in human biology. That sounds obvious, but it has three 
practical consequences: (1) efficacy is uncertain even with strong preclinical data, (2) safety 
requirements are unforgiving, and (3) timelines and costs expand as you move into humans. 

Most early therapeutic startups fail not because the science is “bad,” but because translation 
breaks. Animal models can mislead, biomarkers can be non-predictive, and early signals can 
regress when studied more rigorously. Founders must build development plans that expect 
this and create early go/no go criteria. 

Regulation is not an administrative hurdle—it’s the framework that defines the evidence you 
must generate and the sequence you must follow. Strong teams engage regulators early, 
design studies with regulatory endpoints in mind, and avoid building data packages that are 
impressive academically but irrelevant clinically. 

Capital intensity is non-linear. You can often get surprisingly far (validated target, compelling 
translational package, IND plan) with disciplined spending. But once you enter Phase II and 
beyond, the scale changes. The commercial strategy must include financing strategy and exit 
strategy, or the company will be forced into suboptimal terms. 

Because of these realities, the most common winning strategy is staged risk reduction to a 
licensing or acquisition event—often around IND clearance, Phase I translational success, or 
Phase II proof-of-concept. 
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Regulatory 
Element 

What It Covers Common Founder 
Miss 

Practical Guidance 

IND module 
integration 

Tox + CMC + 
protocol alignment 

Siloed workstreams Use one integrated 
plan + critical path 

FDA interactions Expectation 
alignment 

Waiting too long Schedule pre-IND 
once plan is 
coherent 

Regulatory 
incentives 

Expedited pathways Assuming eligibility Tie to indication + 
unmet need 
evidence 

GxP readiness Data credibility Informal 
documentation 

Implement quality-
lite early 

3. Pre-Validation, Target Selection & Indication Strategy (0–12 Months) 
Pre-validation is where you decide whether you have an investable hypothesis or only an 
interesting observation. The goal is to answer: Is the target causal in humans? Is the 
mechanism druggable? Is there a plausible therapeutic window? 

Target selection should be grounded in human evidence wherever possible: genetics, patient-
derived data, real-world biomarker correlations, and clinical literature. Purely animal-driven 
rationale can work, but it increases risk and should be compensated with stronger 
translational design. 

Indication strategy is often the most leverageable choice. The same mechanism may be viable 
in one disease and fail in another due to endpoint tractability, patient heterogeneity, 
standard-of-care, and regulatory precedent. Choose an indication that allows a clean, 
interpretable early trial. 

A Target Product Profile (TPP) is your translation tool. It forces explicit decisions about route 
of administration, dosing frequency, efficacy threshold, safety profile, patient segment, and 
comparator. Investors and partners will implicitly reconstruct your TPP; you should own it 
upfront. 

The output of this phase is not a paper—it’s a decision package: (a) validated target rationale, 
(b) prioritized indication(s), (c) a first-pass TPP, and (d) a development path to IND that is 
costed, timed, and fundable. 
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Activity Key Question Primary 
Output 

Typical 
Timeline 

Typical Cost 
Range 

Human 
evidence 
synthesis 

Is there human 
causality? 

Target 
rationale memo 

4–8 weeks $10K–$50K 

Assay & 
biomarker 
selection 

How will we 
measure 
engagement? 

Biomarker plan 1–3 months $25K–$150K 

Indication 
prioritization 

Where is PoS 
highest? 

Indication 
ranking + TPP 
v1 

1–3 months $25K–$100K 

Competitive 
landscape 

How 
differentiated is 
this? 

Competitive 
map 

4–6 weeks $5K–$25K 

4. Expanded Preclinical Development & Translational Strategy 
Preclinical development is where you build scientific and translational credibility that will 
determine whether your clinical results are trusted. The objective is not to generate 
maximum data—it is to generate the minimum decisive data that predicts human outcomes. 

A strong translational strategy starts with the end in mind. If your Phase II endpoint is a 
clinical score, you need a preclinical chain of evidence that supports why target modulation 
should change that score. If your endpoint is a biomarker, you need evidence that the 
biomarker predicts clinical benefit. 

Model choice is a common failure point. Many disease models are convenient but not 
predictive. Investors and partners will discount programs that rely on single models without 
cross-validation or that lack human evidence to justify translation. 

Reproducibility is a diligence issue. Buyers will ask whether key results have been replicated, 
whether assays are robust, and whether independent validation exists. Building this 
discipline early prevents late-stage credibility crises. 

The output of this section is a “translational thesis” that connects: mechanism → target 
engagement → downstream biology → patient selection → endpoint selection. This becomes 
the backbone of your pitch and your regulatory rationale. 
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Preclinical 
Component 

Purpose Common Pitfall Founder Focus 

Disease models Establish efficacy 
plausibility 

Using models that 
are not predictive of 
human outcomes 

Justify human 
relevance with 
supporting evidence 

Target engagement 
assays 

Build confidence in 
mechanism of action 

Assays lacking 
robustness or 
proper controls 

Emphasize 
validation and 
inclusion of controls 

Biomarkers Serve as the bridge 
for translational 
relevance 

Choosing 
biomarkers not 
clearly linked to the 
disease 

Provide evidence for 
clinical alignment 

Independent 
replication 

Enhance credibility 
of findings 

Relying solely on 
single-lab results 

Pursue external 
validation from 
independent 
sources 

 
Translational Deliverable Used In What It Enables 
Mechanism-to-endpoint 
map 

Grant + VC pitch Clear story and trial 
rationale 

Biomarker plan IND + Phase I/II De-risking and patient 
enrichment 

Responder hypothesis Phase II design Higher Probability of 
Success (PoS) and cleaner 
signal 

5. Regulatory Pathway Overview (FDA Context) 
In the U.S., most therapeutics require an Investigational New Drug (IND) application before 
initiating human trials. The IND is not a single document; it is the culmination of a coordinated 
package spanning pharmacology, toxicology, manufacturing (CMC), and clinical protocol 
design. 

Regulatory strategy defines what evidence you must generate and, just as importantly, in 
what sequence. Building the wrong package wastes time and money. Building the right 
package, even if smaller, accelerates you to clinical value inflection points. 

Early FDA engagement (e.g., pre-IND meetings) can reduce uncertainty around tox scope, 
CMC expectations, and trial design. For many first-time founders, this is where the 
development plan becomes “real”—and where hidden gaps are revealed. 
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Regulatory pathways and incentives (Fast Track, Breakthrough Therapy, Orphan Drug, 
RMAT, etc.) can materially impact timelines and attractiveness to partners. These are not 
“free”; they require credible justification and disciplined development strategy. 

Your regulatory plan should be designed backward from the intended exit. If your likely exit 
is Phase II, align trial endpoints, manufacturing plans, and nonclinical work to produce a 
partner-ready package at that point. 

Deliverable What “Good” Looks Like What Partners Look For 
Safety narrative Clear NOAEL, justified FIH 

dose 
Confidence in therapeutic 
window 

CMC package Defined specs + stability 
plan 

Manufacturing 
controllability 

Protocol Endpoints + stopping rules Trial interpretable for 
decisions 

Risk plan Known unknowns identified Mature execution mindset 

6. Pre-IND & IND-Enabling Strategy 
Pre-IND and IND-enabling work is the bridge from discovery to regulated development. It is 
where many therapeutic programs first confront the operational reality of drug development: 
vendor selection, quality systems, documentation rigor, and the need for a tightly coordinated 
critical path. 

IND-enabling is not “do tox.” It is the integrated build of a defensible safety narrative, a 
controllable manufacturing process, and a first-in-human protocol that is ethically and 
scientifically justified. Weakness in any one component can trigger an FDA clinical hold. 

Early FDA interaction can save months. A strong pre-IND meeting package clarifies tox scope, 
species selection, dose rationale, and any red flags associated with your modality (small 
molecule vs biologic vs cell/gene therapy). 

Founders often underestimate CMC timelines. Even if your molecule is straightforward, 
analytical methods, stability, release testing, and reproducible manufacturing are non-trivial. 
If you are not CMC-ready, you are not IND-ready. 

From an exit perspective, a clean IND package is one of the strongest credibility signals you 
can create early. It demonstrates that the asset is de-risked enough to enter the clinic and that 
the team can execute regulated development. 
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IND-Enabling 
Activity 

Purpose Typical 
Duration 

Typical Cost 
Range 

Founder Risk 
if Weak 

GLP toxicology Establish safety 
margins 

6–9 months $500K–$1.5M Clinical hold / 
dose limits 

Safety 
pharmacology 

Organ system 
safety 

3–6 months $150K–$400K Unexpected 
safety signal 

CMC (drug 
substance + 
product) 

Reproducible 
manufacturing 

6–18 months $250K–$2M IND delays / 
comparability 
issues 

Bioanalytical 
methods 

PK/PD 
measurement 

2–5 months $100K–$400K Non-
interpretable 
data 

Regulatory 
writing 

Assemble IND 
modules 

2–4 months $100K–$300K Submission 
quality risk 

7. Phase I Clinical Development Strategy 
Phase I is primarily a safety and dose-finding exercise, but it is also your first real 
translational test. The most valuable Phase I programs do more than show the drug is 
tolerable—they demonstrate target engagement and generate a believable dosing rationale 
for Phase II. 

Trial design depends on indication and modality. Many drugs enroll healthy volunteers; many 
oncology and severe rare disease programs enroll patients. The ethical and scientific context 
matters, and regulators will scrutinize risk-benefit. 

In modern therapeutics, biomarkers are often the difference between a “safe but unexciting” 
Phase I and a Phase I that moves valuation. Biomarker plans should be built during IND-
enabling, not bolted on later. 

Operational execution matters. Enrollment speed, protocol compliance, assay quality, and 
data completeness influence investor confidence. Buyers and partners often interpret messy 
Phase I execution as a proxy for team risk. 

If your exit window is early, Phase I should be designed as a partnering asset: clear story, 
clean data package, and a Phase II-ready plan with credible endpoints and patient selection. 
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Phase I Element Primary 
Objective 

Timeline Cost Range Buyer/Investor 
Lens 

SAD/MAD 
cohorts 

Safety + dose 
escalation 

6–9 months $1M–$3M Execution 
quality + safety 
profile 

PK profiling Exposure + 
variability 

Concurrent $250K–$750K Dose rationale 
credibility 

PD biomarkers Target 
engagement 

Concurrent $250K–$1M Mechanism 
confidence 

Food 
effect/interaction 

Dosing 
practicality 

1–3 months $100K–$400K Commercial 
feasibility 

8. Phase II Clinical Development & Proof-of-Concept 
Phase II is the dominant value inflection point for therapeutics. It answers the question 
investors and partners care about most: does this mechanism produce clinically meaningful 
benefit in humans, in the intended population, with a manageable safety profile? 

Phase II failures are often design failures. Underpowered studies, wrong endpoints, 
heterogeneous populations, and weak biomarker strategies can destroy otherwise good 
mechanisms. The goal is not to “get a p-value” but to produce interpretable evidence that 
guides the next decision. 

Indication strategy shows up in Phase II. If you choose a clean, tractable population with 
measurable endpoints and strong unmet need, Phase II can be decisive. If the indication is 
noisy, Phase II becomes ambiguous—buyers discount ambiguity. 

Phase II is also where CMC and supply become real constraints. You must deliver clinical 
material reliably and maintain comparability as processes evolve. Sloppy changes can 
undermine data integrity. 

Treat Phase II as exit-ready. Build the diligence package during the trial, not after: updated 
TPP, competitive landscape, safety narrative, CMC story, and a clear Phase III or pivotal plan 
that a partner can underwrite. 
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Phase II 
Design 
Decision 

Why It Matters Common 
Mistake 

Best Practice Exit Impact 

Endpoint 
selection 

Defines 
interpretability 

Surrogate 
mismatch 

Regulatory 
precedent + 
clinical 
relevance 

Strong 
endpoints 
strengthen 
deals 

Population 
selection 

Signal-to-noise Heterogeneous 
cohort 

Enrich for 
responders 

Cleaner PoC 
increases value 

Power and stats Credibility Underpowered 
trial 

Pre-specify 
analysis + 
adequate n 

Avoids 
“negative 
ambiguity” 

Biomarker 
strategy 

Mechanism 
confidence 

No engagement 
readout 

Engagement + 
response 
biomarkers 

De-risks 
replication 

 

Phase II Deliverable Partner Questions It Answers 
PoC dataset + CSR outline Is the signal real and meaningful? 
Safety integrated summary Is risk manageable at effective dose? 
Dose-response rationale Can we optimize the regimen? 
Phase III concept Is there a believable path to label? 

9. Phase III, Registration & Why Most Founders Exit Before This Stage 
Phase III trials are designed to confirm efficacy and support regulatory approval and label 
claims. They are not simply larger Phase II trials; they are operationally complex programs 
that require infrastructure many startups do not have. 

Costs will exceed the cumulative spend of all previous stages combined. For many indications, 
Phase III can require hundreds to thousands of patients, multi-country sites, complex 
logistics, and robust data monitoring and quality systems. 

The strategic question is not whether you can run Phase III, but whether you should. If your 
goal is founder value creation, licensing before Phase III is often rational because partners 
can deploy capital at scale and absorb execution risk. 

That said, some programs benefit from founder-led pivotal development—especially in rare 
diseases with small trials and clear endpoints. The decision should be evidence-driven and 
economics-driven, not ego-driven. 

Even if you plan to exit before Phase III, you should understand Phase III requirements. A 
partner will value you more if you can articulate a credible pivotal plan, costs, timelines, and 
the operational realities. 
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Phase III Factor Reality Cost/Time Impact Founder Decision 
Implication 

Trial size Large multi-center 
enrollment 

High cost + slow 
timelines 

Partner or exit 

Operational 
complexity 

Monitoring + QA + 
global sites 

High overhead Avoid solo 
execution unless 
justified 

Capital needs >$100M Major dilution risk Exit earlier or raise 
strategically 

CMC scale-up Commercial-quality 
supply 

Comparability + 
validation costs 

Partner advantage 

10. Marketing Authorization through the European Medicines Agency 
Therapeutics do not receive a CE Mark. Instead, they pursue Marketing Authorization 
through the EMA’s centralized procedure, which grants approval across all EU member 
states. While the development timelines mirror those of the FDA due to clinical trial 
requirements, the regulatory interaction style and scientific advice process are often viewed 
as more collaborative and predictable for sponsors. 

The process typically begins with formal Scientific Advice from EMA, where sponsors 
present their development plan and receive guidance on trial design, endpoints, and 
manufacturing strategy. This early alignment reduces the risk of costly protocol 
amendments later. Clinical Trial Applications (CTAs) are then submitted to individual 
member states where studies will occur, often enabling multi-country trials with 
coordinated oversight. 

Manufacturing must meet EU GMP standards, and facilities are inspected prior to approval. 
In parallel, sponsors assemble the Common Technical Dossier (CTD), a five-module 
document containing quality, nonclinical, and clinical data. This dossier forms the basis of 
the Marketing Authorization Application reviewed over a 12–15 month period. 

While total development time remains 4–8 years, the regulatory costs outside of trials range 
$800K–$2M. The reward is a single authorization across 27 countries and a powerful 
partnering signal to global pharmaceutical companies. Many biotech companies pursue 
EMA and FDA strategies in parallel to maximize asset value. 

For founders, understanding EMA early shapes clinical design, manufacturing strategy, and 
investor narratives, positioning the program for broader global acceptance at the time of 
approval. 
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Therapeutics / Biologics / Drugs – EMA Market Authorization Process 
Step Action Details Timeline Typical Cost 
1 Scientific Advice Meeting Engage EMA for 

protocol guidance 
2–3 months $20–40K 

2 Clinical Trial Application 
(CTA) 

Submit to EU 
member states 

3–6 months $50–150K 

3 Conduct Clinical Trials Phase I–III studies 2–6 years $5M–$60M+ 
4 GMP Certification EU manufacturing 

compliance 
6–12 months $250K–$1M 

5 Common Technical 
Dossier 

Modules 1–5 
documentation 

6–12 months 
prep 

$250–500K 

6 Marketing Authorization 
Application 

Centralized EMA 
review 

12–15 months $300–500K 

7 EU-Wide Approval Valid across 27 
EU countries 

— — 

 

11. Company Formation, IP Strategy & Technology Transfer 
Therapeutic startups frequently originate from university or hospital research. That means 
company formation is inseparable from technology transfer: you are not just starting a 
company; you are securing and structuring rights to the invention in a way that remains 
fundable and dealable. 

Entity structure should support future fundraising and partnering. Investors typically expect 
a structure that is compatible with standard biotech financing and equity incentives. A clean 
cap table and clear governance reduce friction in diligence and negotiation. 

IP strategy in therapeutics is multi-layered. Patents matter, but so do know-how, 
manufacturing trade secrets, clinical datasets, and regulatory exclusivities. A program can be 
weak on patents but strong on data and execution—or vice versa—but you must know which 
lever you are pulling. 

Technology transfer terms can make or break value. Field-of-use restrictions, sublicensing 
constraints, onerous milestone obligations, or royalty stacking can reduce attractiveness to 
acquirers. Many founders only learn this after a partner flags the issue in diligence—too late. 

The goal is to structure IP and company formation so that partnering is straightforward: clear 
ownership, clear rights, manageable economics, and the flexibility to expand indications, 
geographies, and combinations. 
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IP/License Term Why It Matters Common Issue Founder Action 
Field of use Growth + partnering 

flexibility 
Too narrow Negotiate broader 

scope or options 
Sublicensing rights Dealability Restrictions Preserve partner-

friendly 
sublicensing 

Royalty stack Downstream 
economics 

Too high total 
burden 

Model and 
renegotiate where 
possible 

Diligence milestones Execution pressure Unrealistic timelines Align with realistic 
development path 

12. Funding Strategy – Non-Dilutive Capital 
Non-dilutive funding is most powerful early because it allows you to generate decisive data 
without selling equity before the asset is validated. Used correctly, it can increase valuation, 
improve partnering leverage, and reduce founder dilution. 

In therapeutics, non-dilutive funding typically supports preclinical validation, translational 
biomarker development, and some IND-enabling activities. Programs that try to fund Phase 
II primarily through grants often stall due to scale and timing limitations. 

Grant reviewers prioritize scientific rigor, feasibility, and impact. They are skeptical of overly 
commercial language without strong scientific grounding. The strongest grant applications 
present a disciplined development plan with clear aims and measurable milestones. 

A practical approach is to map each grant aim to a risk-reduction objective: validate target 
engagement, identify biomarkers, replicate key findings, or establish safety margins. This 
makes the grant narrative coherent and increases the commercial usefulness of the outputs. 

Plan the transition. Non-dilutive funding can get you to an inflection point, but you should 
know what capital comes next (seed, Series A, strategic collaboration) and what proof you 
will present to unlock it. 

 

 

 

 



 

CONFIDENTIAL — This material is provided exclusively to the individual who downloaded it from Bootstrap 
Your Biotech. Not for redistribution, reproduction, or external distribution.   15 

Non-Dilutive 
Source 

Best Use Typical 
Amount 

What 
Reviewers 
Want 

Founder 
Pitfall 

SBIR/STTR Preclinical + 
IND prep 

$250K–$2M+ Clear aims + 
feasibility 

Over-scoping 
the work 

Disease 
foundations 

Indication-
aligned studies 

$50K–$1M Patient impact 
rationale 

Misalignment 
with mission 

State programs Translational 
gap funding 

$100K–$500K Economic 
impact + 
milestones 

Timing 
mismatch 

Philanthropy Early 
experiments 

Variable Credible plan + 
stewardship 

No milestone 
discipline 

13. Funding Strategy – Dilutive Capital & Pharma Partnerships 
As you enter the clinic, dilutive capital becomes the dominant funding mechanism. The key is 
to raise capital to reach value inflection points, not to raise capital to “stay alive.” Investors 
fund progress, not existence. 

Seed and Series A investors generally underwrite the transition to IND and Phase I/II 
readiness. They care about quality of the translational thesis, team execution ability, and a 
believable path to proof-of-concept. 

Strategic pharmaceutical partnerships can provide non-dilutive-like capital (upfront + 
milestones) and expertise, but they also introduce trade-offs: field restrictions, control of 
development decisions, and potential misalignment on timing or indication priorities. 

A common founder mistake is raising too early at low valuation and then burning capital 
without reaching a decisive milestone. Another is raising too late and being forced into down 
rounds or unfavorable partnership terms. 

The best funding strategy is integrated: non-dilutive early → seed/Series A to IND/Phase I → 
Series B or partnership to Phase II → exit or late-stage partner funding for Phase III. 
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Capital 
Type 

Typical 
Stage 

What They 
Underwrite 

Term 
Structure 

Founder Risk 

Seed Pre-IND Translational 
package + 
plan 

Equity Underfunding IND critical 
path 

Series A IND/Phase I FIH execution 
+ readiness 

Equity Premature scaling and 
burn 

Series B Phase I–II PoC pathway Equity Overvaluation/expectation 
mismatch 

Pharma 
collaboration 

Phase I–II+ De-risked 
asset + fit 

Upfront + 
milestones 
+ royalties 

Loss of control / scope 
limits 

 
Round/Milestone Minimum Proof Expected Founder Deliverable 
Seed raise Validated target + 

biomarker plan 
Inflection-driven budget 

IND-ready Tox/CMC/protocol 
integrated plan 

Pre-IND package + timeline 

Post-Phase I Safety + engagement signal Partner-ready Phase II plan 
Phase II interim/final PoC efficacy + safety Diligence package + deal 

thesis 

14. Cost vs. Timeline Reality (Integrated Planning) 
Therapeutic development costs scale non-linearly with time because clinical work, 
manufacturing controls, and quality systems become increasingly expensive as programs 
advance. Founders must anticipate this escalation rather than being surprised by it 
midstream. 

A useful planning frame is ‘cost per risk reduced.’ Early spending should buy clarity: do we 
have a druggable target, can we engage it, is the biology real in humans, and can we 
manufacture reliably? Late spending should buy confirmation: does this benefit patients in a 
reproducible way? 

Cost overruns most commonly come from rework: repeating toxicology due to protocol 
changes, rebuilding assays due to quality issues, redesigning trials due to endpoint mistakes, 
or remanufacturing due to comparability failures. Disciplined upfront planning reduces 
rework. 



 

CONFIDENTIAL — This material is provided exclusively to the individual who downloaded it from Bootstrap 
Your Biotech. Not for redistribution, reproduction, or external distribution.   17 

Investors and partners evaluate teams based on capital efficiency. Two teams can reach the 
same stage, but the team that did it faster, cleaner, and with a sharper story will receive better 
terms. This is why planning and execution quality is a competitive advantage. 

15. Risk Matrix, Failure Modes & Kill Signals 
Failure is an expected outcome in therapeutics. The goal is not to avoid all failure; the goal is 
to fail fast, fail informatively, and preserve capital and credibility by making evidence-driven 
decisions. 

A risk matrix makes uncertainty explicit. It helps founders and teams track risks across 
scientific validity, regulatory acceptability, clinical execution, manufacturing quality, 
competitive differentiation, and financing runway. 

Go/No go criteria are not pessimism; they are discipline. A clear Go/No go signal (e.g., no 
target engagement at tolerable doses, unacceptable safety signal, inability to manufacture 
reproducibly) is a reason to stop or pivot—not to rationalize. 

Investors and partners respect teams that manage risk transparently. Hidden problems 
discovered late in diligence often destroy deals. Teams that show structured risk 
management are perceived as more trustworthy and more executable. 

Use the matrix below to structure team meetings, investor updates, and board discussions. 
Update it quarterly or after any major data event. 

Common Failure Mode Root Cause Preventative Action 
Ambiguous Phase II Wrong endpoints / 

population 
Design with regulatory 
precedent + enrichment 

Clinical hold Incomplete tox/CMC Integrated IND plan + early 
FDA feedback 

Down round Raised too early, missed 
milestone 

Raise to inflection points 
only 

 
Hidden Cost Driver How It Shows Up Mitigation 
CMC rework Process changes force 

comparability studies 
Freeze process earlier; 
document changes 

Assay failure Biomarkers not validated Validate assay before trial 
launch 

Enrollment delays Sites underperform Site selection + contingency 
plan 

Protocol amendments Changes mid-trial Design rigor upfront 
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Risk Category Typical Stage Warning 
Signal 

Mitigation Go/No Go Pivot 
Trigger 

Scientific Preclinical Non-
reproducible 
efficacy 

Independent 
replication 

Replication fails 
twice 

Translational Pre/Phase I No target 
engagement 

Assay 
validation; dose 
exploration 

No engagement 
at tolerable 
dose 

Regulatory IND FDA requests 
major new 
studies 

Pre-IND 
alignment; 
consult experts 

Scope exceeds 
runway 

Clinical Phase II Missed 
endpoint or 
noisy data 

Enrichment; 
endpoint 
redesign 

No meaningful 
trend 

CMC IND/Phase II Batch 
variability 

Process 
control; specs 

Cannot meet 
release/stability 

Financial All Runway < 9–12 
months 

Stage-based 
raise plan 

No path to 
financing 

16. Exit Strategy & Recent Therapeutic Licensing / Acquisition Deals  
Exit strategy should be designed into the development plan from day one. In therapeutics, 
most value is created by reducing scientific and clinical risk up to a milestone where a larger 
organization is willing to underwrite the next stage. 

The most common and attractive exit window is Phase II proof-of-concept. At that point, a 
buyer can evaluate efficacy, safety, dose rationale, and differentiation with enough confidence 
to price the asset meaningfully. 

Recent transactions show that even relatively small companies can achieve major outcomes 
when they build clean, interpretable clinical packages around a differentiated mechanism or 
modality. Buyers are paying for risk reduction, not for ambition. 

Licensing deals are often structured with modest upfront payments and larger milestone 
packages tied to clinical progress, approvals, and commercial sales. This structure shifts risk 
to the buyer while allowing the startup to participate in upside. 

The table below provides recent examples and highlights what founders can learn about 
timing, packaging, and the patterns buyer’s reward. 
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Startup Partner / 
Acquirer 

Stage at 
Deal 

Value 
(Reported) 

Rationale What Founders 
Can Learn 

Janux 
Therapeutics 

Bristol 
Myers 
Squibb 

Preclinical Up to $850M 
(incl. 
milestones) 

Platform-
enabled 
solid tumor 
program 

Platform + clear 
handoff plan can 
drive large 
milestone 
structures 

RAPT 
Therapeutics 

GSK Phase II $2.2B 
acquisition 

Mid-stage 
asset in 
immunology
/allergy 

Phase II PoC + 
strategic fit can 
produce 
outright 
acquisitions 

SpringWorks 
Therapeutics 

Merck 
KGaA 

Commercial
/late-stage 
rare cancer 
therapies 

$3.9B 
acquisition 
(equity 
value) 

Pipeline and 
revenue 
replacement 
strategy 

Late-stage 
assets with clear 
label pathway 
command 
premium 

Sources for Recent Deal Examples (for Reference) 
• Janux Therapeutics – Bristol Myers Squibb collaboration (Reuters, Jan 22, 2026). 
• GSK – RAPT Therapeutics acquisition (Financial Times, Jan 2026; also widely 

reported). 
• Merck KGaA – SpringWorks Therapeutics acquisition (Reuters, Apr 28, 2025). 

17. Investor & Grant Pitch Sections (SBIR vs VC vs Pharma BD) 
Therapeutics programs are evaluated differently depending on the audience. A single pitch 
deck rarely works unchanged across SBIR reviewers, venture investors, and strategic pharma 
partners. 

Grant reviewers prioritize hypothesis quality, feasibility, and methodological rigor. They 
want a crisp set of aims, convincing preliminary data, and a realistic workplan tied to 
measurable outputs. 

VC investors focus on risk reduction, the credibility of the translational thesis, the quality of 
the team, and the ability to reach a value inflection point with the proposed financing. They 
want disciplined milestones and realistic burn. 

Pharma BD teams focus on strategic fit, clinical differentiation, data package quality, and the 
plausibility of a registrational path. They will scrutinize CMC readiness and transferability. 
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Need Help? 
Need help with any of these stages?  Bootstrap your Biotech is here for you. I offer a 
number of low-cost services to help you through each stage of your journey.  No long-
term commitments, just fast, experienced advice when you need it. 
 
 

• Learn More: Company Formation (Done Right, From Day One) 
 
• Learn More: Website Development (Credibility Without Overspend) 

 
• Learn More: Custom Investor & Grant Target List (No Dead Ends) 

 
•  Learn More: Investor Pitch Optimization and Slide Deck Review (Before You Take 

Meetings) 
 
• Learn More: Micro Fractional Advisory Services™ 

 
• Learn More: Founder Bundle Alignment Services 

 
 

Access Website 
 
      Email Mike 
 

 

 

 

 

 

 

 

 

https://www.bootstrapyourbiotech.com/biotech-formation-services
https://www.bootstrapyourbiotech.com/website-development-services
https://www.bootstrapyourbiotech.com/custom-investor-and-grant-target-list
https://www.bootstrapyourbiotech.com/investor-pitch-optimization-services
https://www.bootstrapyourbiotech.com/investor-pitch-optimization-services
https://www.bootstrapyourbiotech.com/micro-fractional-advisory-services
https://www.bootstrapyourbiotech.com/founder-bundle-alignment-services
https://www.bootstrapyourbiotech.com/
mailto:mike@bootstrapyourbiotech.com
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Legal & Educational Disclaimer 
 

This document is provided for educational and informational purposes only. It does not 
constitute legal, regulatory, investment, financial, accounting, medical, or business advice. 
The information contained herein is general in nature and may not apply to any specific 
diagnostic technology, regulatory pathway, jurisdiction, or commercialization strategy. 

Regulatory requirements, funding availability, development timelines, costs, and commercial 
outcomes vary widely based on technology, indication, geography, and market conditions. 
Readers are responsible for conducting their own due diligence and should consult qualified 
legal, regulatory, financial, and technical advisors before making commercialization 
decisions. 

Examples of companies, transactions, funding mechanisms, and exit outcomes are provided 
solely for illustrative purposes and do not represent guarantees or predictions of future 
performance or success. 
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