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Week One - Startup and Venture Fundamentals

TMCi Welcome and Cohort Project Introductions and Pitches

TMCi Team

Startup and Venture Fundamentals — Overview of the essential
concepts in startup structures and raising funds from venture capital
and angel investors.

Startup and Venture Fundamentals Il — Continuation of the
essential concepts in startup.

Overview of US Payer Landscape and Health Insurance
Payment Model

Entrepreneurship: Failure, Work Ethic, and Passion

ik

Strategic Advisory Sessions — advisory sessions with a curated group of key expert

mentors from the ACT network. Participants are encouraged to prepare specific

questions for the advisors to benefit project development.

Week Four - Product Development Contin

ued

Enabling the Molecule

PK/PD and Dosing Consideration

Designing Compelling Efficacy Studies

IND-Enabling Study Design and Special Safety
Considerations — Small Molecule and Large Molecule

IND-Enabling Study Design and Special Safety
Considerations — Immunotherapy / Cell Therapy

b

Week Five - Fundraising

SBIR Non-Dilutive Funding

CPRIT Non-Dilutive Funding

Week Two - Startup and Venture Fundamentals Continued

Legal Considerations for Fundraising and Choosing the
Proper Corporate Form — Tax and corporate governance
considerations

Accounting Best Practices for Early Biotech Companies

Establishing a US Bank Account

Market Assessment, Need and Value Proposition

Regulatory Strategy and Path to Investigational New Drug
Application (IND)

Business Development and Strategic Partnership — What does
business development mean for a new biotech project, and how should
you approach potential strategic partnerships?

Business Development and Corporate Partnerships — What
does Pharma look for in a potential licensing deal or research
collaboration? What to expect in the due diligence process, and
how to ensure you are ready to start conversations with Pharma.

Investor Panel — This session will also highlight what investors look
for in an investigator to promote and encourage collaborations.

Investor Pitch Decks and Fundraising Strategy

Valuation, Investment, Contracts, and Negotiations

Diligence

Week Six - Clinical Trials

Early Clinical Trial Design and Clinical Trial Implementation

FDA Regulatory Paths and Clinical Trial Planning

Navigating the FDA

Late Clinical Trials and FDA Registration

Finding and Working with Clinical Champions

Week Three - Product Development

Target Product Profile (TPP) and Technology Differentiation
— an overview of the Target Product Profile (TPP) will be provided
including the definition, how the TPP drives internal development, and
how the TPP impacts FDA submissions.

Data Room Structures and Best Practices

The Right Data to Differentiate the Science

API Synthesis, Formulation, cGMP — Small Molecule

Drug Products, Formulations, and cGMP Manufacturing —
Large Molecule

Druqg Products, Formulations, and cGMP Manufacturing —
Cell Therapy

L1

Executive Summary Development

Week Seven - Pitching and Building a Te

am

Strategic Messaging: Building a Better Pitch

Persuasion, Story, and the One-Minute Pitch

Hiring, Recruitment, and Firing Best Practices

First in Market Hires

Networking, Building Relationships, and Hiring Young Talent

Business Leadership, Team Management, and Company
Culture

Branding and Web Presence

Curriculum Review
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