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NexGen Scale Readiness Index™

A Strategic Assessment for Scaling Life Sciences Innovation

Helping pharmaceutical, biotechnology, and MedTech organizations transform innovation into sustainable commercial
success.

Purpose

The NexGen Scale Readiness Index™ is a proprietary, evidence-based assessment designed to help life sciences
organizations evaluate their readiness to successfully scale from scientific innovation to commercial growth.

The Index assesses the maturity of critical business capabilities—including scientific and regulatory strategy, quality
systems, manufacturing readiness, commercialization, investment readiness, talent, strategic partnerships, and
operational excellence—to identify strengths, potential risks, and opportunities for growth.

Organizations receive an overall Scale Readiness Score, prioritized recommendations across eight strategic domains,
and practical insights to strengthen execution, reduce risk, attract investment, and accelerate sustainable growth.

For organizations seeking an initial benchmark, the NexGen Scale Readiness Snapshot™ provides a complimentary high-
level assessment. A consultant-led NexGen Scale Readiness Index™ delivers a comprehensive evaluation, including
evidence-based scoring, executive dashboards, gap analysis, and tailored recommendations to support
commercialization, manufacturing scale-up, and long-term business success.

Readiness Domains
1. Innovation & Scientific Foundation
Weight: 10%
Questions:
e Isthe technology differentiated?
e |Isthe IP protected?
e Isthe clinical strategy defined?
e s the unmet medical need well understood?

e |Isthere a clear value proposition?
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2. Regulatory Strategy
Weight: 15%
Evaluate:
e Regulatory roadmap
e FDA/EMA/Health Canada strategy
e CMCreadiness
e Global submission strategy
e Quality Risk Management

e Regulatory intelligence

3. Manufacturing & Supply Chain
Weight: 15%
Assess:
e Commercial manufacturing strategy
e Technology transfer
e Process validation
e CDMO strategy
e Supplier qualification
e Supply chain resilience

e Capacity planning

4. Quality & Operational Excellence
Weight: 10%

Evaluate:
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e Pharmaceutical Quality System
e CAPA

e Change Management

o Data Integrity

e Inspection readiness

e Digital quality systems

5. Commercialization Readiness
Weight: 15%
Review:
e Market access strategy
e Pricing strategy
e Reimbursement planning
e Launch readiness
e Customer engagement

e Medical Affairs strategy

6. Investment & Business Growth
Weight: 15%
Assess:

¢ Funding runway

e Investor readiness

e Financial planning

e Revenue model

e Partnerships
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o Exit strategy

7. Talent & Leadership
Weight: 10%
Evaluate

e Leadership capability

Diversity of expertise
e Succession planning

e Talent retention

e Organizational culture

e Skills for scale

8. Ecosystem & Strategic Partnerships
Weight: 10%
Assess:
Relationships with
e Universities
e Hospitals
e Government
e Investors
e Manufacturers
¢ Industry associations

e Global partners
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Table 1: Overall Scale Readiness Score

Score

Maturity
Level

Interpretation

Recommended Actions

Strong — Minor opportunities for improvement. Address identified gaps, strengthen cross-
(- The organization has strong foundations but several |[functional integration, validate commercial
row
75-89 Read capabilities require strengthening before large-scale |land manufacturing strategies, and monitor
ea
U growth. Risks are manageable with targeted execution through KPIs.
improvements.
Moderate — Improvement recommended before Prioritize high-risk gaps, strengthen
scaling. governance, build leadership capability,
. The organization has significant potential but lacks |limprove operational processes, and develop
60-74 ||Developing . . o .
consistency across several critical capabilities. Scaling ||a structured scale-up roadmap.
at this stage may increase operational, financial, or
regulatory risk.
Weak — Significant risk exists. Build foundational systems, clarify strategy,
Core capabilities remain under development. establish governance, strengthen quality
40-59 |Early Stage | |Premature scaling could lead to execution challenges, |4 regulatory planning, and improve
delays, increased costs, or reduced investor .. . .
! organizational readiness before expanding
confidence.
Critical — Immediate action required. Focus on strategic planning, leadership
. The organization is not yet prepared for sustainable |lalighment, quality systems, operational
Below ||Foundation . . o . . .. -
. Required scale. Multiple foundational capabilities require infrastructure, and organizational capability
equire
g development before significant investment or development before pursuing aggressive
expansion. growth.

Note: A high overall score can still hide critical weaknesses. Each domain should also be interpreted individually.
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Executive Risk Indicators

Your report could automatically identify the Top Five Scale Risks based on the lowest-scoring domains.

Risk Business Impact

Manufacturing Readiness ||Delays in commercial production and increased supply risk.

Commercialization Strategy||Slower market adoption and reduced revenue growth.

Investment Readiness Challenges securing funding or strategic partnerships.
Talent & Leadership Limited organizational capacity to support growth.
Regulatory Strategy Increased approval timelines and execution uncertainty.

Executive Strengths
Likewise, highlight the Top Five Competitive Advantages based on the highest-scoring domains.
Examples:

e Strong scientific innovation

e Mature quality systems

e Experienced leadership

e Robust manufacturing capabilities

o Well-developed strategic partnerships

Readiness Profile

The assessment should answer four executive questions:

Can we Scale?

Is the organization operationally capable of supporting growth?

Can we Execute?
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Are governance, quality, manufacturing, and leadership aligned?

Can we Attract Investment?

Does the organization demonstrate the maturity and risk profile that investors and strategic partners expect?
Can we Sustain Growth?

Can the organization scale while maintaining quality, compliance, operational excellence, and long-term
competitiveness?

Want a deeper assessment?

The NexGen Readiness Index ™ expands this Snapshot into a comprehensive consultant-led evaluation using a
structured question framework, weighted scoring methodology, evidence review, and an executive dashboard with
prioritized improvement recommendations.

Proprietary Notice: © 2026 NexGen Project Consulting. All Rights Reserved.

The NexGen Inspection Readi Index™, NexGen Inspection Readiness Snapshot™, associated assessment methodology, scoring model, maturity framework, templates, dashboards,

reports, and supporting materials are proprietary intellectual property of NexGen Project Consulting.This document is provided solely for the internal use of authorized clients for
assessment and improvement purposes. No part of this document may be copied, reproduced, modified, distributed, published, reverse-engineered, or used to develop competing
methodologies without the prior written consent of NexGen Project Consulting.

This assessment is an independent consulting methodology developed by NexGen Project Consulting.
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