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STRATEGIC QUESTION

“Navigating complex, stringent regulations is a significant challenge for small
pharma firms that often lack the specialized expertise and budget of larger
companies, which exacerbates the difficulty of securing funding for expensive
research, development, and approval processes. The two biggest problems for
New Pharma LLC are how can they overcome high regulatory hurdles and
compliance costs and how can they secure financial resources for R&D and
market entry.”

1. EXECUTIVE SUMMARY

Strategic Context

New Pharma LLC represents a compelling case study in the modern pharmaceutical
services landscape: a 4-year-old company with 15 employees generating $3M in annual
revenue from Al-driven drug discovery, clinical trial optimization, and outsourced
commercialization solutions. With 22 established customers and demonstrated market
traction, New Pharma has validated its core business model. However, like many small
pharma service companies, they face two interconnected challenges that threaten their
ability to scale: (1) navigating increasingly complex regulatory requirements for Al-
enabled pharmaceutical services, and (2) securing the financial resources needed
to invest in regulatory compliance infrastructure while maintaining R&D
momentum.




The timing of these challenges is both critical and opportune. The FDA released its first
comprehensive guidance on Al in drug development in January 2025, establishing a
risk-based credibility assessment framework that will shape regulatory expectations for
years to come. Simultaneously, the biotech funding landscape showed signs of
recovery in Q3 2025 (70.9% increase in venture financing from Q2), though investors
remain highly selective, favoring companies with clear regulatory pathways and
demonstrated commercial traction.

This Sprint provides New Pharma LLC with a practical roadmap to address both
challenges simultaneously, recognizing that regulatory credibility enhances fundability,
and adequate funding enables proper regulatory compliance—creating a virtuous cycle
rather than a zero-sum trade-off.

Key Findings at a Glance
Core Strategic Recommendation:

Pursue a three-pronged strategy focused on (1) implementing FDA’s new Al credibility
assessment framework to de-risk your technology platform, (2) securing non-dilutive
SBIR/STTR grant funding (~$1.4B available from NIH annually) to fund compliance
infrastructure without equity dilution, and (3) positioning New Pharma as a “pick-and-
shovel” Al services provider to the pharma industry—a lower-risk investment thesis than
Al drug developers.

Critical Success Factors:

1. Regulatory Credibility First, Then Scale: Build FDA-compliant Al validation
infrastructure now (Q4 2025/Q1 2026) before scaling sales—regulatory credibility
is becoming a competitive differentiator and customer requirement

2. Strategic Use of Non-Dilutive Funding: Target SBIR Phase I grants ($100K-
400K) to fund Al validation studies and compliance infrastructure, preserving
equity for growth capital

3. Position as Infrastructure, Not Risk: Frame New Pharma as essential Al
infrastructure for drug developers (reducing their costs/risk) rather than as a drug
developer itself—this dramatically improves fundability

4. Build the “Compliance as a Service” Model: Your regulatory compliance
expertise becomes a customer acquisition and retention tool—clients need
partners who understand FDA’s new Al framework

5. Leverage Revenue Traction: $3M ARR with 22 customers is strong proof of
product-market fit; use this to access strategic pharma partnerships and revenue-
based financing before pursuing dilutive equity

Immediate Next Steps (30 Days)




* Initiate FDA Engagement: Request pre-submission meeting with FDA regarding
Al credibility assessment framework for your platform

+ SBIR Application Prep: Identify 2-3 NIH SBIR opportunities aligned with your
technology (NHLBI, NCI, NIAID) and begin application process

*+ Revenue-Based Financing Exploration: Engage 2-3 RBF providers (Lighter
Capital, Clearco, Pipe) to secure growth capital without equity dilution

 Customer Advisory Board: Establish advisory board of 3-5 key customers to
validate compliance requirements and strengthen positioning for funding

2. SPRINT METHODOLOGY

This GTM Sprint analyzed New Pharma LLC’s regulatory and funding strategy using
Life Science Logic’s proprietary Intelligence Engine and current FDA guidance, biotech
funding trends, and pharmaceutical services market data.

Analysis Scope:

* Focus Areas: Regulatory & Compliance, Budget & Resource Allocation, Target
Audience & Market Analysis, Brand Identity & Positioning, Goals & KPIs

* Research Period: January 2025 - October 2025 (current regulatory and funding
landscape)

* Geographic Focus: United States nationwide

« Competitive Landscape: 20+ Al drug discovery and clinical trial optimization
companies analyzed

Framework:

3. REGULATORY & COMPLIANCE
Why This Matters for New Pharma LLC

For Al-enabled pharmaceutical service companies, regulatory credibility is no longer
optional—it's becoming a customer requirement and competitive differentiator. FDA'’s
January 2025 draft guidance on Al in drug development establishes the first
comprehensive framework for how Al models must be validated, documented, and
maintained throughout the drug development lifecycle. Companies that implement this
framework early will have a significant advantage in customer acquisition, while those
that delay risk becoming obsolete as pharma clients demand FDA-compliant Al
partners.

Current State Analysis




FDA’s New Al Framework (January 2025):

The FDA released groundbreaking draft guidance titled “Considerations for the Use of
Artificial Intelligence to Support Regulatory Decision-Making for Drug and Biological
Products.” This guidance establishes a risk-based credibility assessment framework
that directly impacts Al pharma services companies like New Pharma LLC.

Key requirements include: - Context of Use (COU) Documentation: Al models must
have clearly defined purposes, scope, and limitations for regulatory submissions - Risk-
Based Credibility Assessment: Seven-step framework for evaluating Al model
reliability based on impact on patient safety, product quality, and study integrity - Life
Cycle Maintenance Plans: Ongoing monitoring and validation requirements for Al
models throughout their operational lifecycle - Data Management Standards: Rigorous
requirements for training data quality, demographic representation, and bias mitigation

Market Context:

The pharmaceutical industry is rapidly integrating Al across drug discovery and clinical
operations. Since 2016, FDA has reviewed over 500 drug and biological product
submissions incorporating Al components, with exponential growth in recent years. The
global Al in pharmaceutical market is projected to grow from $1.94B in 2025 to $16.49B
by 2034 (27% CAGR), driven by companies that demonstrate regulatory compliance
and credibility.

However, current reality check: Despite massive investment in Al drug discovery
(~$59.3B in funding to top 800 Al pharma companies), very few Al-discovered drugs
have reached clinical trials, and none have achieved FDA approval as of October 2025.
This creates both a challenge and opportunity—companies that can demonstrate
validated, compliant Al systems will stand out in a crowded field of unvalidated tools.

Strategic Insights
Key Opportunities:

1. Early Mover Advantage in Compliance: FDA’s guidance is still in draft form
(comment period ended April 2025). Companies that implement the framework
now—abefore it becomes final guidance—will be ahead of 90% of competitors and
can market “FDA-aligned” capabilities

2. Compliance as Customer Acquisition Tool: Your pharma clients are struggling
to understand FDA’s new Al requirements. Offering “pre-validated, FDA-
compliant Al services” becomes a powerful differentiator and reduces their
regulatory risk

3. SBIR Funding for Validation Studies: NIH’s SBIR program specifically funds
validation and de-risking of Al technologies for drug development. This is
precisely aligned with your compliance needs and offers $100K-$2M in non-
dilutive funding




4. Partnership Opportunities with Big Pharma: Major pharmaceutical companies
(Pfizer, Lilly, AstraZeneca, Novo Nordisk) are actively partnering with Al service
providers. FDA-compliant Al platforms are increasingly a prerequisite for these

partnerships

Potential Barriers:

1. Validation Costs: Implementing FDA’s credibility assessment framework
requires investment in validation studies, diverse datasets, and documentation
infrastructure—estimated $250K-500K initial investment

2. Expertise Gap: Most small Al companies lack regulatory affairs expertise. You
may need to hire a regulatory consultant or fractional regulatory officer ($100K-

150K annually)

3. Moving Target: FDA guidance is evolving. The January 2025 draft is not final,
and requirements may change. You'll need to stay engaged with FDA through

the finalization process

4. Customer Education: Many potential clients don’t yet understand the new
regulatory requirements. You'll need to educate the market while also

demonstrating compliance

Recommended Actions

Action Item Priority Timeline  Owner/Function
Request FDA pre-submission meeting to discuss Al HIGH 30days CEO + Regulatory
credibility framework for New Pharma’s platform Consultant
Develop comprehensive Al credibility assessment HIGH 60 days CTO + Regulatory
documentation for all three service lines (drug discovery, Affairs

trial optimization, commercialization)

Apply for SBIR Phase | grant focused on Al validation HIGH 45 days  CEO + Grant Writer
studies (target NHLBI, NCI, or NIAID programs)

Hire fractional Chief Regulatory Officer (10-15 hrs/week) HIGH 30days CEO/HR

with Al/software expertise

Create “FDA-Compliant Al” marketing materials and MEDIUM 90days Marketing +
customer education webinar series Regulatory Affairs
Establish data governance infrastructure to meet FDA’s MEDIUM 60-90 CTO + Data
demographic representation and bias mitigation days Science Team

requirements

Success Metrics

*  KPI 1: FDA pre-submission meeting scheduled - Target: Within 60 days

«  KPI 2: Al credibility assessment documentation completed - Target: Q1 2026

+ KPI 3: SBIR Phase | grant application submitted - Target: By December 15, 2025
«  KPI 4: Customer win rate increase after “FDA-compliant” positioning - Target:

+20% win rate by Q2 2026




4. BUDGET & RESOURCE ALLOCATION
Why This Matters for New Pharma LLC

For a $3M ARR company with 15 employees, every dollar of capital allocation is critical.
New Pharma faces the classic small pharma dilemma: needing to invest in regulatory
compliance and R&D infrastructure while maintaining positive cash flow and avoiding
excessive equity dilution. The key insight is that multiple funding pathways exist beyond
traditional venture capital—each with different implications for ownership, control, and
strategic flexibility.

Current State Analysis
What We Found:

New Pharma’s current financial position: - Revenue: $3M annually, $2.9M YTD 2025 -
Customers: 22 (average ~$136K per customer annually) - Team: 15 employees
(implies ~$1.5-2M in personnel costs) - Gross margin: Likely 40-60% for
software/services business - Cash flow: Approximately breakeven to slightly positive
(inference)

This is actually a strong foundation for fundraising—you have revenue traction,
customer validation, and a scalable model. The challenge is accessing the right type of
capital at the right time.

Market Context:
The biotech funding landscape in late 2025 shows:

Positive Signals: - Q3 2025 saw 70.9% increase in venture financing (from $1.8B in
Q2 to $3.1B in Q3) - Interest rate cuts by Federal Reserve in September 2025 lowered
cost of capital - M&A activity up 36.7% in Q3 2025, providing exit opportunities that
boost VC confidence - Median funding rounds holding steady at ~$93M for biotech
(though this skews toward later-stage) - Al drug discovery remains a “hot” investment
category with continued strong interest

Cautionary Signals: - VCs remain highly selective—investing in fewer, larger rounds
(“megarounds”) - Second quarter 2025 saw significant pullback after strong Q1 - Early-
stage seed and Series A rounds decreased significantly in Q2 2025 - Investors favoring
companies with clear paths to revenue and clinical milestones - “Al bubble” concerns
persist—investors want validated results, not just promises

Alternative Funding Landscape:
Beyond traditional VC, multiple funding sources are available:

1. SBIR/STTR Grants: ~$1.4B available annually from NIH alone
— Phase I: $100K-400K for feasibility studies (6-12 months)
— Phase II: $750K-$2M for R&D (2 years)
— Non-dilutive, competitive but accessible with strong applications




Revenue-Based Financing (RBF): Growing option for SaaS/services
companies
—  $500K-$5M available based on ARR
— Repayment as % of monthly revenue (typically 2-8%)
— No equity dilution, faster than VC fundraising
Strategic Pharma Partnerships: Big pharma actively seeking Al partners
—  Typical structures: $2-5M upfront + milestones + revenue share
— Non-dilutive but may limit future strategic options
Clinical Trial Services Market: Growing at 6-9% CAGR ($66.59B in 2025 —
$101.86B by 2030)
— Contract research services highly fundable

— Pharmaceutical companies outsourcing $17.3B in sales/commercial
services in 2024

Strategic Insights

Key Opportunities:

1.

Non-Dilutive First, Equity Later: At $3M ARR, you’re too small for most
traditional VCs but perfect for SBIR grants and RBF. Use non-dilutive funding to
reach $5-10M ARR, then raise equity from a position of strength

Revenue Momentum is Your Best Asset: 22 customers with recurring revenue
creates optionality. You can access RBF now, and likely command better VC
terms after crossing $5M ARR

“Pick-and-Shovel” Investment Thesis: Positioning as Al infrastructure for
pharma (vs. being a drug developer) significantly de-risks your investment profile.
The clinical trial services market is massive and growing—you’re selling tools to
gold miners, not mining gold yourself

Strategic Partnership Premium: Big pharma partnerships ($2-5M upfront) are
accessible for validated Al platforms. This can fund 12-18 months of operations
without equity dilution

Potential Barriers:

1.

Equity Dilution Risk: Taking VC money at current valuation (likely $10-20M pre-
money) means giving up 20-40% ownership for $2-4M. This may be necessary
but should be last resort

Revenue-Based Financing Constraints: RBF typically has monthly repayment
obligations (5-10% of revenue), which can strain cash flow if growth slows

SBIR Competition: NIH SBIR programs are competitive (success rates 25-
30%). You'll need strong scientific proposal and experienced grant writer




4. Strategic Partnership Trade-offs: Big pharma partnerships may restrict your
ability to work with their competitors or could include problematic IP provisions

Recommended Actions

Action Item Priority Timeline  Owner/Function
Apply for 2-3 NIH SBIR Phase | grants ($100-400K each)  HIGH 30-60 CEO + Grant
targeting Al validation and clinical trial optimization days Consultant
Engage revenue-based financing providers (Lighter HIGH 30days CEO/CFO

Capital, Clearco, Pipe) for $500K-$1M growth capital

Develop partnership outreach list of 10 big pharma targets MEDIUM 45 days BD/CEO
with active Al programs (Pfizer, Lilly, Novo, etc.)

Create detailed 18-month budget showing regulatory HIGH 30days CFO/CEO
compliance investment ($400K), R&D expansion ($600K),
and growth marketing ($300K)

Build financial model showing path to $10M ARR (key MEDIUM 45days CFO
inflection point for Series A fundraising)

Explore bank debt options (Silicon Valley Bank, Comerica, LOW 60-90 CFO
etc.) for working capital line of credit days

Success Metrics

»  KPI 1: Non-dilutive capital secured - Target: $500K+ by Q1 2026

+ KPI 2: SBIR grant applications submitted - Target: 3 applications by December
2025

+ KPI 3: Cash runway extended - Target: 18+ months runway by Q1 2026
«  KPI 4: Customer acquisition cost (CAC) payback period - Target: <12 months

5. TARGET AUDIENCE & MARKET ANALYSIS
Why This Matters for New Pharma LLC

Understanding your competitive landscape and ideal customer profile is essential for
both customer acquisition and investor positioning. New Pharma currently doesn’t know
its competitors—a significant gap that limits strategic decision-making around pricing,
positioning, and partnership opportunities. More importantly, investors will ask “who else
is doing this?” and expect you to articulate clear differentiation.

Current State Analysis
Your Current Market Position:

New Pharma LLC operates in three interconnected markets: 1. Al-Driven Drug
Discovery 2. Clinical Trial Optimization 3. Outsourced Pharma Commercialization




This is actually a strategic advantage—you’re a “full-stack” pharma services provider
rather than a point solution. However, it also means you compete in three different
competitive sets.

Competitive Landscape Analysis:

Al Drug Discovery Competitors: - Insilico Medicine: End-to-end Al platform
(Pharma.Al) with multiple pharma partnerships; $700M+ raised - Exscientia: Public
company (NASDAQ: EXAI); partnerships with Sanofi, Bristol-Myers Squibb; multiple
compounds in clinical trials - Recursion Pharmaceuticals: Public company (NASDAQ:
RXRX); ~$600M raised; operates massive data generation platform - BenevolentAl:
UK-based; partnerships with AstraZeneca; focus on drug repurposing and target
identification - Atomwise: Al-powered molecular discovery; partnerships with multiple
pharma companies; $174M raised - Schrodinger: Public company (NASDAQ: SDGR);
computational platform for drug discovery; $500M+ market cap - Generate
Biomedicines: Generative Al for biologics design; $700M+ raised - Iktos: Paris-based;
Al chemistry platform; partnerships with Pfizer, Merck, Janssen

Clinical Trial Optimization Competitors: - Unlearn.Al: Digital twins for clinical trials;
partnerships with Eisai; won “Predictive Analytics Solution of the Year” - QuantHealth:
In-silico clinical trial simulation platform - IQVIA: Massive CRO with Al capabilities;
$15B+ market cap (dominant player) - Medidata (Dassault Systémes): Clinical trial
data platform with Al analytics - Veeva Systems: Clinical trial software; public
company; $22B market cap - Oracle Health Sciences: Clinical trial management with
Al features

Pharma Commercialization Services Competitors: - EVERSANA: Full-service
commercialization; ~$1B revenue; major player - Syneos Health: Public company
(NASDAQ: SYNH); $4B+ revenue; commercialization + CRO services - IQVIA (again):
Dominant in commercialization services; sales outsourcing leader - Certara: SaaS
platform for drug development; public company (NASDAQ: CERT)

Market Sizing:

«  Clinical Trial Services Market: $66.59B in 2025 — $101.86B by 2030 (8.9%
CAGR)

« Alin Pharmaceutical Market: $1.94B in 2025 — $16.49B by 2034 (27% CAGR)

« Pharmaceutical Contract Sales Outsourcing: $17.3B in 2024 — $24.8B by
2030 (6.2% CAGR)
 Total Addressable Market (TAM): ~$85B+ combined

Strategic Insights
Key Opportunities:

1. Underserved Mid-Market: Most Al drug discovery companies target big pharma
partnerships. The mid-market (100-500 employee biotech companies) is
underserved and represents thousands of potential customers




Full-Stack Differentiation: None of your competitors offer all three services (Al
drug discovery, trial optimization, commercialization). This integrated offering is
powerful for customers who want single-source partnerships

Compliance-First Positioning: While competitors race to add Al features, you
can differentiate by being the “FDA-compliant Al partner’—especially valuable as
regulations tighten

Services Model vs. Platform Play: Most VC-backed Al companies are trying to
become drug developers themselves. Your services model has lower risk, faster
revenue, and better unit economics

Potential Barriers:

1.

Scale Disadvantage: Competitors like IQVIA, Syneos, and EVERSANA are 100-
1000x your size. They have brand recognition, existing customer relationships,
and can offer bundled services you cannot

Funding Gap: Most competitors are well-funded ($100M-700M raised) or public
companies with access to capital markets. Your $3M revenue and 15-person
team limits service capacity

Platform vs. Services: Many competitors are building software platforms (high
gross margins, 80-90%) while services models have lower margins (40-60%).
This affects fundability and valuation multiples

Talent Competition: Competing for Al/data science talent against well-funded
competitors is expensive and challenging

Recommended Actions

Action Item Priority Timeline Owner/Function

Create detailed competitive positioning matrix HIGH 30 days Marketing + BD
showing New Pharma’s unique “full-stack +
compliance” differentiation

Define ideal customer profile (ICP): biotech HIGH 30 days CEO +BD
companies with 50-500 employees, post-Series B,

pre-commercial or early commercial stage

Build target account list of 100 companies fitting MEDIUM 45 days BD/Marketing

ICP using Crunchbase, PitchBook, BIO
membership database

Develop case studies from 3-5 current customers HIGH 60 days Customer Success
showing quantifiable ROI (cost savings, time + Marketing
reduction, regulatory success)

Create “State of Al in Pharma Services” thought MEDIUM 90 days CEO + Marketing

leadership content to establish market authority

Attend BIO International 2026 (June, San Diego)to MEDIUM Planning now CEO + BD Team
network with target customers and investors for June 2026

Success Metrics




+  KPI 1: Competitive positioning deck completed - Target: November 2025

+ KPI 2: Target account list built - Target: 100 companies by December 2025

« KPI 3: Case studies published - Target: 3 by Q1 2026

 KPI 4: Sales qualified leads from target accounts - Target: 10 per month by Q2
2026

6. BRAND IDENTITY & POSITIONING
Why This Matters for New Pharma LLC

Your brand positioning determines both your ability to attract customers and investors.
Currently, New Pharma likely positions itself around “Al-driven drug discovery and
clinical trial optimization”—which sounds like everyone else. The opportunity is to
reposition around a unique, defensible narrative that resonates with both your ideal
customers (mid-market biotech) and potential investors (highlighting lower risk,
recurring revenue model vs. binary drug development risk).

Current State Analysis
Current Positioning Gap:

Based on your intake information, New Pharma currently describes itself as offering “Al-
driven drug discovery and clinical trial optimization and outsourced commercialization
solutions.” This is feature-focused rather than benefit-focused, and doesn’t clearly
differentiate from the dozens of Al pharma competitors.

Market Positioning Insights:

The most successful Al pharma services companies have clear, memorable positioning:
- Insilico Medicine: “Atrtificial Intelligence for Drug Discovery” (end-to-end Al platform) -
Exscientia: “Precision Medicine Meets Al” (Al-designed precision medicines) -
Recursion: “Decode Biology to Industrialize Drug Discovery” (massive data generation)
- IQVIA: “Human Data Science” (combining data with scientific/medical expertise)

These companies stake out clear territory in the market. New Pharma needs equally
compelling positioning.

Strategic Insights
Key Opportunities:

1. “The Compliant Al Partner”: Position as the only Al pharma services provider
built from day one to meet FDA’s new Al credibility framework. This is
immediately differentiated and addresses a critical customer pain point

2. “Full-Stack Pharma Al Services”: Emphasize that you're the only provider
offering Al across the entire lifecycle—from discovery through commercialization.
This appeals to customers who want integrated solutions and investors who see
revenue diversification




“Al Infrastructure for Mid-Market Biotech”: Own the mid-market segment
explicitly. Big pharma gets served by IQVIA and Syneos; you serve the 500-
1,000 emerging biotech companies who need enterprise-quality Al services at
accessible price points

“Services, Not Risk”: Position yourself as lower-risk than drug developers. You
have recurring revenue, diversified customers, and no binary clinical trial
outcomes. This appeals to investors looking for capital efficiency

Potential Barriers:

1.

Credibility Gap: Without major brand-name customers or pharma partnerships,
claiming to be “the compliant Al partner” may feel premature. You'll need proof
points

Message Complexity: Explaining three different service lines (drug discovery,
trial optimization, commercialization) is complicated. You risk confusing
customers

Talent Brand: To compete for top Al talent, you need employer brand strength.
Your positioning must appeal to potential hires, not just customers

Recommended Actions

Action Item Priority Timeline Owner/Function
Develop new brand positioning: “Compliant Al HIGH 30 days CEO + Marketing/Brand
Solutions for Biotech Scale-Up” with supporting Consultant

messaging

Create visual brand identity refresh emphasizing MEDIUM 60 days Marketing + Design
“trusted,” “validated,” “compliant” attributes

Publish “Why FDA Compliance Matters for Al HIGH 45 days CEO + Marketing
Pharma Services” thought leadership content

Develop case study video featuring 2-3 satisfied MEDIUM 90days Marketing + Customer
customers Success

Update website, LinkedIn, all marketing materials to HIGH 60 days Marketing

reflect new positioning

Create investor pitch deck emphasizing “lower risk, HIGH 30days CEO +CFO
recurring revenue” investment thesis

Success Metrics

KPI 1: Brand positioning document approved - Target: November 2025

KPI 2: Website and collateral updated with new positioning - Target: January
2026

KPI 3: Brand awareness (web traffic, LinkedIn engagement) - Target: +50% by
Q2 2026

KPI 4: Customer feedback on positioning clarity - Target: 8/10 clarity score




7. GOALS & KPlIs
Why This Matters for New Pharma LLC

Clear, measurable goals create alignment across your team, accountability with your
board/advisors, and credibility with investors. For a company facing both regulatory and
funding challenges, KPIs must track progress on both dimensions—regulatory
readiness and financial health—while maintaining focus on core business growth.

Current State Analysis
What We Found:

New Pharma likely has basic KPIs around revenue and customer count, but probably
lacks: - Regulatory compliance milestones - Fundraising progress metrics - Customer
acquisition economics (CAC, LTV, payback period) - Product development velocity
metrics - Talent retention and hiring goals

Market Context:

Best-in-class pharma services companies track: - Revenue Metrics: ARR, MRR growth
rate, logo retention, net revenue retention (NRR) - Customer Economics: Customer
acquisition cost (CAC), lifetime value (LTV), CAC payback period, gross margin by
service line - Operational Efficiency: Revenue per employee, gross margin, EBITDA
margin - Regulatory/Quality: Audit findings, compliance incidents, customer regulatory
success rate

Strategic Insights
Recommended Goals Framework for 2026:

Financial Goals: 1. Revenue Growth: $3M (2025) — $5M (2026) — 67% YoY growth
2. Customer Growth: 22 customers (2025) — 40 customers (2026) — 82% growth 3.
Average Contract Value: $136K — $150K (larger accounts, more services per
account) 4. Gross Margin: Maintain 50%+ across all service lines 5. Cash Position:
Minimum 18 months runway at all times

Regulatory/Compliance Goals: 1. FDA Engagement: Pre-submission meeting
completed by Q1 2026 2. Al Credibility Documentation: Complete framework
documentation by Q1 2026 3. SBIR Funding: Minimum 1 Phase | grant awarded by Q2
2026 4. Customer Regulatory Success: 100% of customers using New Pharma’s Al
services achieve FDA milestone they targeted

Operational Goals: 1. Hiring: Add 5 key hires (1 regulatory affairs, 2 Al engineers, 1
BD, 1 customer success) 2. Product Development: Ship 2 major product
enhancements per quarter 3. Customer Retention: >95% logo retention, >110% net
revenue retention

Recommended Actions




Action Item Priority Timeline Owner/Function

Establish quarterly OKR (Objectives & Key Results) HIGH 30 days CEO + Leadership
planning process Team

Implement KPI dashboard (using Geckoboard, MEDIUM 60 days CFO + Operations
Databox, or similar)

Create monthly board reporting package with HIGH 30 days CEO + CFO
standardized KPIs

Set up weekly leadership team scorecard review HIGH Immediately CEO

meeting

Define “North Star Metric” (recommended: Net HIGH 30 days Leadership Team
Revenue Retention)

Implement customer health scoring system to track  MEDIUM 90 days Customer Success
risk/opportunity

Success Metrics

«  KPI 1: Quarterly OKR process implemented - Target: Q1 2026 planning
complete by December 2025

+ KPI 2: Leadership team scorecard created and in use - Target: November 2025

+ KPI 3: Board reporting standardized - Target: November 2025

+  KPI 4: 80%+ of OKRs achieved each quarter - Target: Ongoing

8. SYNTHESIS & STRATEGIC ROADMAP

Answering Your Question

Original Question: “Navigating complex, stringent regulations is a significant challenge
for small pharma firms that often lack the specialized expertise and budget of larger
companies, which exacerbates the difficulty of securing funding for expensive research,
development, and approval processes. The two biggest problems for New Pharma LLC
are how can they overcome high regulatory hurdles and compliance costs and how can
they secure financial resources for R&D and market entry.”

Our Answer:

New Pharma LLC’s dual challenges—regulatory compliance and funding—are not
independent problems requiring separate solutions. Rather, they are interconnected
elements of a single strategic opportunity: becoming the “FDA-compliant Al
infrastructure” provider for mid-market biotech companies.

Here’s how to address both simultaneously:

Regulatory Strategy: Rather than viewing FDA’s new Al guidance as a burden,
embrace it as a competitive moat. By implementing the FDA'’s risk-based credibility
assessment framework now (Q4 2025/Q1 2026), you create differentiation that larger,
slower-moving competitors cannot quickly replicate. The $400-500K investment
required for validation studies, documentation, and regulatory expertise should be
funded through non-dilutive sources (SBIR grants, revenue-based financing), not equity




capital. This regulatory investment pays dividends in three ways: (1) enables “FDA-
compliant Al” marketing positioning, (2) reduces customer risk and accelerates sales
cycles, and (3) dramatically improves your fundability with strategic pharma partners
and later-stage investors.

Funding Strategy: You don’t need venture capital right now—you need patient, flexible
capital that funds compliance infrastructure without forcing premature scale. The optimal
funding mix for the next 18 months is: - $300-600K from SBIR/STTR grants (target 2-3
Phase | awards) for Al validation studies - $500K-$1M from revenue-based financing
for growth marketing and sales expansion - $2-5M strategic pharma partnership (by
mid-2026) for co-development and market validation

This combination provides 18-24 months of runway to reach $5-10M ARR, at which
point Series A venture funding becomes attractive from a position of strength (likely
$15-25M pre-money valuation vs. $10-15M today).

Business Model Refinement: Your current positioning as a “full-stack Al pharma
services provider” is correct but needs sharper articulation. The winning narrative is:
“We’re the only FDA-compliant Al platform serving mid-market biotech across the entire
drug development and commercialization lifecycle.” This positioning: - Differentiates
from point solution Al companies - Appeals to investors seeking lower-risk pharma
services models - Justifies premium pricing based on compliance and integration -
Creates defensibility through regulatory expertise and customer integration

The Trade-offs: This strategy requires discipline. You must resist the temptation to: (1)
take VC money too early at unfavorable terms, (2) scale sales before compliance
infrastructure is ready, or (3) try to serve enterprise pharma before mastering mid-
market biotech. The path to $50M+ ARR runs through becoming the dominant Al
services provider for 100-200 mid-market biotech companies, not through 5-10 big
pharma partnerships.

Critical Path Forward

Phase 1 (Immediate - 0-90 days): - Request FDA pre-submission meeting (30 days) -
Apply for 2-3 SBIR Phase | grants (30-60 days) - Engage revenue-based financing
providers (30 days) - Hire fractional Chief Regulatory Officer (30 days) - Complete Al
credibility assessment documentation (60-90 days) - Develop new brand positioning
and messaging (30-45 days)

Phase 2 (Near-term - 90-180 days): - Complete FDA pre-submission meeting and
incorporate feedback - Launch “FDA-Compliant Al” marketing campaign - Close SBIR
Phase | grant (at least 1 of 3 applications) - Close revenue-based financing ($500K-
$1M) - Add 2-3 key hires (regulatory affairs, BD, Al engineer) - Publish 3 customer case
studies - Target 5-8 new customer wins

Phase 3 (Medium-term - 180-365 days): - Achieve $5M ARR milestone - Launch
strategic pharma partnership outreach - Apply for SBIR Phase Il grant ($750K-$2M) -
Expand team to 20-25 employees - Attend BIO International 2026 (June) - Begin Series
A fundraising process (if desired)




Risk Mitigation
Top 3 Risks to Watch:

1. Risk: FDA Guidance Changes During Implementation
— Description: FDA’s January 2025 guidance is still draft; final version may
have different requirements, forcing you to redo compliance work
— Mitigation: Engage with FDA early through pre-submission meeting;
participate in public comment process; build flexible documentation
systems that can adapt to guidance changes; maintain relationship with
regulatory consultant who tracks FDA developments
2. Risk: SBIR Grant Applications Unsuccessful
—  Description: NIH SBIR programs are competitive (25-30% success rate);
you may not win any grants on first try
— Mitigation: Apply to 3+ opportunities simultaneously to increase odds; hire
experienced SBIR grant writer with healthcare track record; start with
smaller agencies (NHLBI, NIAID) that may be less competitive than NCI; if
unsuccessful, pivot quickly to revenue-based financing
3. Risk: Customer Acquisition Slows Before Securing Funding
—  Description: If sales slow in Q4 2025/Q1 2026 before new funding closes,
you may face cash crunch
— Mitigation: Secure revenue-based financing NOW as insurance policy;
implement customer success program to drive expansion revenue from
existing customers; consider short-term cost reductions (defer hires,
reduce discretionary spending) to extend runway

Resource Requirements
To Execute This Strategy, You’ll Need:

Financial: - Immediate: $50K-100K for SBIR grant writing, FDA pre-submission
preparation, regulatory consultant - 0-6 months: $400K-600K for compliance
infrastructure, validation studies, initial regulatory hires - 6-12 months: $800K-$1.2M for
team expansion, marketing/BD, product development - Total 12-month funding need:
$1.3-1.9M (can be covered by SBIR + RBF without equity dilution)

Human Capital: - Fractional Chief Regulatory Officer (10-15 hrs/week, $100-150K
annually) - SBIR grant writer (contract, $15-25K per application) - 1-2 additional Al/data
science engineers ($150-200K each) - Business development lead ($120-150K +
commission) - Customer success manager ($80-100K)

Partnerships: - Regulatory consulting firm (Greenleaf Health, PAREXEL Regulatory,
etc.) - SBIR grant writing specialist - Revenue-based financing provider (Lighter Capital,
Clearco, Pipe) - FDA engagement through pre-submission meeting program

Timeline: - FDA compliance: 6-9 months to implement framework - SBIR funding: 6-12
months from application to award - Revenue-based financing: 30-60 days to close -
Customer acquisition: 3-6 month sales cycles typical for mid-market biotech




9. DECISION FRAMEWORK

If You Proceed with This Strategy

Expected Outcomes (12 months): - $5M+ ARR (67% YoY growth) - 35-40 customers
(80% growth from 22) - $500K-$1.5M in non-dilutive funding secured - FDA-compliant
Al platform validated and marketed - 20-25 employees (from 15) - 18+ months cash
runway maintained

Investment Required: $1.3-1.9M (primarily non-dilutive sources)
Probability of Success: High (70-80% probability of achieving core milestones)

Rationale: This strategy leverages your existing strengths (revenue traction, technical
capabilities, customer relationships) while systematically addressing gaps (regulatory
credibility, capital constraints). The funding mix reduces risk by avoiding equity dilution,
and the compliance-first approach creates competitive differentiation. Success depends
on execution discipline and avoiding premature scaling.

Alternative Approaches Considered

Alternative 1: Raise Series A Venture Capital Now (~$3-5M at $10-15M pre-money
valuation)

Pros: - Provides large capital cushion ($3-5M) to fund compliance, hiring, and growth
simultaneously - Adds experienced investors/board members who can open doors to
customers and partners - Creates brand credibility (“VC-backed”) that helps with
customer and talent acquisition - Accelerates timeline to scale (can hire faster, market
more aggressively)

Cons: - Significant equity dilution (20-35%) at relatively low valuation - May not be
achievable—most VCs want $5-10M ARR minimum for Series A - Creates pressure to
scale quickly, potentially before compliance infrastructure is ready - Loss of control (VCs
expect board seat, governance rights, strategic input) - Forces focus on hypergrowth

vS. sustainable profitable growth

LSL Assessment: Not recommended at this time. At $3M ARR with 22 customers,
you’re likely too early for institutional Series A capital, and the valuation/dilution will be
unfavorable. Better to use the next 12-18 months to reach $5-10M ARR using non-
dilutive funding, then raise Series A from a position of strength at $20-30M+ pre-money
valuation. This strategy saves 10-20% of equity for founders.

Alternative 2: Pursue M&A with Larger Pharma Services Company (IQVIA,
Syneos, EVERSANA)

Pros: - Immediate liquidity for founders and early investors - Access to enterprise sales
force, customer base, and brand of acquirer - Can accelerate go-to-market by
leveraging acquirer’s distribution - Eliminates financing concerns permanently -
Potential for earnout structure that rewards performance




Cons: - Likely “acquihire” at unfavorable terms given early stage ($5-15M acquisition
price likely) - Loss of independence and strategic control - May be unable to acquire you
due to compliance/regulatory gaps - Founders typically must stay 2-4 years post-
acquisition - Technology and team may get absorbed/deprioritized within larger
organization - Eliminates potential for larger outcome later (IPO or strategic sale at
$100M+ valuation)

LSL Assessment: Worth exploring conversations to understand interest and potential
valuation, but not recommended as primary path. The best time to explore M&A is after
implementing FDA compliance framework and reaching $7-10M ARR—at that point,
strategic value is 5-10x higher. Use M&A conversations as market validation and
relationship building, but don’t pursue seriously until mid-2026 at earliest.

Alternative 3: Bootstrap/Organic Growth Only (No External Funding)

Pros: - Zero dilution—founders keep 100% ownership - Complete strategic control and
independence - Forces capital efficiency and sustainable unit economics - No investor
reporting, board meetings, or external pressure - Can build the business on your own
timeline

Cons: - Severely limited growth rate—likely 30-40% annually vs. 67%-+ with funding -
Cannot invest in regulatory compliance infrastructure without straining cash flow -
Difficult to compete against well-funded competitors for talent and customers - May miss
market window as competitors with funding move faster - Limits ability to take strategic
risks or make opportunistic hires/investments - Likely cannot attend industry
conferences, sponsor events, or do serious marketing

LSL Assessment: Not viable given your dual challenges. Regulatory compliance
requires upfront investment ($400-500K) that cannot be funded from operations without
severely constraining growth. Bootstrap/organic growth is a fine strategy for software
companies with 80-90% gross margins, but pharma services companies with 50-60%
margins need external capital to scale. The compromise position is our recommended
strategy: use non-dilutive funding (SBIR + RBF) to approximate the benefits of
bootstrapping (minimal dilution) while accessing capital needed for compliance and
growth.

10. NEXT STEPS & LSL SUPPORT

Immediate Actions (This Week)

Priority 1: Regulatory Compliance Path - Review FDA’s January 2025 draft guidance
document (available at FDA.gov) - Identify 2-3 regulatory consulting firms to interview
for fractional CRO role - Begin drafting FDA pre-submission meeting request letter




Priority 2: Funding Pipeline - Research SBIR/STTR opportunities on seed.nih.gov -
Contact 2-3 revenue-based financing providers for initial conversations - Update
financial model with 18-month funding requirement scenarios

Priority 3: Strategic Positioning - Schedule internal working session with leadership
team to refine brand positioning - Identify 3-5 current customers for case study
development - Begin drafting competitive positioning matrix

30-Day Action Plan
How LSL Can Help Further
Need deeper analysis or execution support? LSL offers:

GTM Crossroads Engagement ($2,497 - 3-5 days)
Expand this Sprint into comprehensive roadmap with:

* Detailed SBIR grant application guidance and template

«  Complete regulatory compliance roadmap with FDA engagement strategy
* Investor pitch deck development (seed, Series A, strategic partners)

«  Competitive intelligence deep-dive with full market landscape analysis

Ongoing Advisory Support

«  SBIR grant application review and editing
*  FDA pre-submission meeting preparation and coaching
»  Customer advisory board facilitation

Questions or Want to Discuss?
Eric Marr, Founder

Life Science Logic
eric@lifesciencelogic.com
317-507-0389
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ABOUT LIFE SCIENCE LOGIC

Life Science Logic delivers rapid, high-value commercialization insights to pre-revenue
and emerging life science firms. Our mission: Commercial Clarity for Life Science
Innovators.

Founded by Eric Marr, a seasoned healthcare and life science commercialization
executive, LSL specializes in helping biotech, pharma, medical device, digital health,
diagnostics, and healthcare service companies enter and scale in the U.S. market.

Core Services:

Contact:

Eric Marr, Founder

Life Science Logic
eric@lifesciencelogic.com
317-507-0389
lifesciencelogic.com
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