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Disclaimer
These materials, along with the written or verbal comments of any person presenting them (such materials, collectively with such comments, the “Presentation”), are confidential and may not be disclosed, in 
whole or in part, or summarized or otherwise referred to except as agreed in writing by NovaQuest Capital Management, L.L.C. (together with its affiliates, “NovaQuest”). By accepting delivery of this 
Presentation, you are agreeing to keep the information contained herein confidential and not to reproduce, redistribute, or disclose any of such information to any other person or party.

This Presentation and any terms provided in this Presentation or in connection herewith are provided for information purposes only and do not constitute an offer to sell, a solicitation of an offer to buy, or any 
advice or recommendation regarding any security or interest in any current or future private investment fund sponsored by NovaQuest (any such fund, a “Fund”). You are cautioned against using this 
Presentation or the information set forth herein as the basis for making any decision to purchase any security or to otherwise engage in an investment advisory relationship with NovaQuest. Prior to an 
investment in any Fund, you will be provided with an offering memorandum with respect to such Fund. The offering memorandum contains important information concerning risk factors and other material 
aspects of the investment and should be read carefully before any investment decision is made. You will also have the opportunity to perform your own due diligence on NovaQuest and any such Fund, and 
such due diligence should form the basis of any investment decision you make.

NovaQuest assumes no responsibility for independent verification of information contained in this Presentation that was obtained from public or other sources and has assumed such information to be 
complete and accurate in all material respects. NovaQuest does not make any representation or warranty, express or implied, as to the accuracy or completeness of the information contained herein, nor does 
it undertake any obligation to update or otherwise revise this Presentation or any information set forth herein. The information in this Presentation is provided to the recipient as of the date indicated and 
NovaQuest does not intend to update the information after its distribution, even in the event that the information becomes materially inaccurate. Certain information contained in this Presentation includes 
calculations or figures which have been prepared internally and have not been audited or verified by a third party. Use of different methods for preparing, calculating, or presenting information may lead to 
different results and such differences may be material.

Nothing contained herein should be construed as financial, investment, tax, legal, or accounting advice, and NovaQuest is not acting as your financial, investment, tax, legal, or accounting adviser or fiduciary. 
An investment in any Fund is speculative and involves substantial risks, including the risk of loss.

By accepting delivery of this Presentation, you acknowledge that you are a sophisticated institutional investor, knowledgeable and experienced with respect to the financial, tax, and business aspects of the 
information set forth herein and that you will conduct your own independent financial, business, regulatory, accounting, legal, and tax investigations with respect to the accuracy, completeness, and suitability 
of the information should you choose to use, or rely on the information, at your own risk, for any purpose. This Presentation is intended and suitable only for institutional investors.

Past performance is not necessarily indicative of future results. Please see the Performance Disclosures at the back of this presentation for important information regarding the NovaQuest investment 
performance information set forth herein. No statement of performance herein has been reviewed or approved by the U.S. Securities and Exchange Commission.

The case studies included herein are for informational purposes only and are not, and are not purported to be, a complete list of the prior investments made by NovaQuest. Information related to prior 
NovaQuest investments is available upon request.

Statements contained herein that are not historical facts are based on current expectations, estimates, projections, opinions, and/or beliefs of NovaQuest. Certain information contained herein constitutes 
"forward-looking statements”, which can be identified by the use of forward-looking terminology such as "may“, "will“, "should“, "expect“, "anticipate“, "project“, "estimate“, "intend”, "continue“, "believe“, 
the negatives thereof, or other variations thereon or comparable terminology. Due to various risks and uncertainties, actual events or results or the actual performance of NovaQuest and/or any Fund may 
differ materially from those reflected or contemplated in such forward-looking statements. You should understand such assumptions and evaluate whether they are appropriate for your purposes.

The inclusion of any third-party firm and/or company names, brands, and/or logos does not imply any affiliation with such firms or companies. None of these firms or companies have endorsed NovaQuest, the 
Funds, or any entities or personnel thereof.

The Presentation may include material non-public information regarding the investments made by funds managed by NovaQuest. It is a violation of U.S. Securities laws for a person in possession of material 
non- public information concerning an issuer to purchase or sell securities of such issuer or to communicate such information to another person under circumstances in which it is reasonably foreseeable that 
such person is likely to purchase or sell securities.

These materials are not intended for distribution to, or use by, any person or entity in any jurisdiction or country where such distribution or use would be contrary to law or regulation. PRODUCT FINANCE® is a 
trademark of NovaQuest Capital Management, L.L.C. All rights reserved.
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Bio

4

Devin Rosenthal, Principal & Head of Due Diligence at NovaQuest Capital Management, 
has broad operational and strategic experience across a range of therapeutic areas, stages 
of development, and company types within the biopharmaceutical industry. As a member 
of the NovaQuest investment team, he is responsible for deal sourcing, structuring, due 
diligence, negotiation, and post-close investment management.

Prior to NovaQuest, Devin was a Senior Consultant at Triangle Insights Group, a boutique 
life sciences strategy consulting firm, where he focused on corporate strategy, due 
diligence, mergers and acquisitions, and commercial forecasting. His earlier experience 
includes work in integrated product development and regulatory affairs at Rho, a mid-size 
contract research organization; companion diagnostics at Novartis Oncology; and clinical 
development at Boston Biomedical Inc, all following postdoctoral training at Tufts 
University’s Molecular Oncology Research Institute.

In addition to NovaQuest, Devin also serves as an Advisor to local biotech startups as part 
of the UNC KickStart Advisory Group. Devin holds a PhD in cellular and molecular biology 
from the University of Michigan, an executive MBA from the Kenan-Flagler Business 
School at the University of North Carolina at Chapel Hill (finance concentration), and a BS 
in biology from the University of North Carolina at Wilmington.

Devin Rosenthal PhD, MBA
Principal & Head of Due Diligence
NovaQuest Capital Management

Education

Professional Experience
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Drug Development Process Overview
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Drug Development by Phase – Overview 

PK = Pharmacokinetics
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Clinical TrialsPreclinical Research Regulatory Approval

Preclinical

Discovery
•Dose Margins
•Animals

Phase 1

Safety
•Dose Range
•Healthy Volunteers

Phase 2

Efficacy
•Specific Dose
•Patients

Phase 3

Reproducibility
•Confirmation
•Patients

FDA Approval

Maybe vs Likely vs No comparator

Toxicology

Pharmacology

Manufacturing

Efficacy

All these aspects that will be 
evaluated in clinical trials are 
first tested in multiple animal 

models before the first 
human is ever dosed

Comparator

Primary Endpoints
PK, Biomarkers

Safety
Efficacy/Biomarkers

Safety
Efficacy/Biomarkers

Safety

Study Size
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Preclinical

Discovery
•Dose Margins
•Animals

Phase 1

Safety
•Dose Range
•Healthy Volunteers

Phase 2

Efficacy
•Specific Dose
•Patients

Phase 3

Reproducibility
•Confirmation
•Patients

Drug Development by Phase – FDA Involvement

BLA = Biologics Licensing Application; EOP = End of Phase meeting; IND = Investigational New Drug Application; NDA = New Drug Application
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FDA Approval

Clinical TrialsPreclinical Research Regulatory Approval

EOP2EOP1 Pre-NDA

NDA/BLA

Pre-IND

IND

Ad hoc

FDA submissions

FDA meetings

Clinical Trial Protocols, FDA Correspondence, Annual Reports, etc.
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Drug Development by Phase – Figures & Statistics

*Preclinical expenses are difficult to directly account for—estimates range from $10-100m+
Source: PhRMA, Bio, JAMA, Alacrita Consulting
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Pre-Clinical Phase I Phase II Phase III
Regulatory 
Approval

Probability Of Phase 
Success 35% 52% 29% 58% 91%

Overall Likelihood of 
Approval <3% 8% 15% 52% 91%

Time ~5 – 7 Years ~2 – 4 Years ~2 – 3 Years ~2 – 3 Years ~1-2 Years

Cost ($MM) -* $85 $62 $470 $7

DRUG RESEARCH CLINICAL TRIALS REGULATORY APPROVAL

Biopharmaceuticals is the most R&D-intensive industry in the US, investing six times more on average (as a % of sales) than 

all other manufacturing industries. There are more than 5,500 medicines in clinical development around the world.
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Vaccines Overview
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Pathogen 
(virus, bacteria, etc.) 

Natural Immunity

Infection & illness

Antibodies produced

Vaccination

Pathogen eliminated
Illness ends

Antibodies remain

Antibodies remain to prevent and/or fight subsequent infections 

Vaccine 
(inactive pathogen or 
part of pathogen)

Vaccine introduction without 
infection or illness

Antibodies produced

Vaccine eliminated
Antibodies remain
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Drug Development by Phase – Vaccines 

PK = Pharmacokinetic
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Clinical TrialsPreclinical Research Regulatory Approval

Preclinical

Discovery
•Dose Margins
•Animals

Phase 1

Safety
•Dose Range
•Healthy Volunteers

Phase 2

Efficacy
•Specific Dose
•Healthy Volunteers

Phase 3

Reproducibility
•Confirmation
•Healthy Volunteers

FDA Approval

Likely vs Likely vs No comparator

Toxicology

Pharmacology

Manufacturing

Efficacy

All these aspects that will be 
evaluated in clinical trials are 
first tested in multiple animal 

models before the first 
human is ever dosed

Comparator

Primary Endpoints
PK, Biomarkers,

Immunogenicity, Safety
Efficacy/Biomarkers, 

Immunogenicity, Safety
Efficacy/Biomarkers,

Immunogenicity, Safety

Study Size

Vaccine development focuses on prevention, not treatment, but is otherwise largely the 
same as drug development. Some key particulars to vaccine development include using 

healthy volunteers throughout, the ability to assess efficacy early, and large pivotal trials.
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4208 Six Forks Rd #920 Raleigh, NC 27609
The Research Triangle

C O N T A C T :

DEVIN ROSENTHAL

Principal & Head of Due Diligence

Devin.Rosenthal@nqcapital.com

M: +1.984.480.7265
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Session Bill review



Economic Development
• S267: 2025 Appropriations Act (Sen. Jackson) 
▪ One NC Small Business Fund
▪ NC Biotechnology Center
▪ Community College funding (PROPEL)

• H154: Reclaim State Assets from NC Innovation (Rep. Warren)
• H283: Small Business Investment Grant (Rep. Reives)
• H365: Workforce Education Act (Rep. Reives)
• H694: Study Water/Wastewater Regionalization (Rep. 

Warren, Rep. Ross)



• H67/S336: Interstate Medical Licensure Compact/Internal 
Phys (Rep. Reeder/Sen Sawrey)

• H297/S553: Breast Cancer Prevention Imaging Parity (Rep. 
Belk/Sen. Batch)

• H525: Reorganize and & Fund Rare Disease Adv. Council (Rep. 
Carney)

• H555/S369: Medicaid Telehealth Services (Rep. Lambeth/Sen. 
Galey)

• H567: Ensure Access to Biomarker Testing (Rep. Wheatley)

Patient-Related Bills



• H75: Pharmaceutical Disclosure Act (Rep. Warren)
• H163: Pharmacy Benefit Managers Provisions (Rep. Rhyne)
• H460: Medical Equipment Right to Repair (Rep. Belk)
• H592: Toxic-Free Medical Devices (Rep. Reeder)
• H624: Prescription Drug Pricing (Rep. Crawford)
• S479: SCRIPT Act (Sen. Sawrey)

Pharmaceutical Industry



Vaccine-Related Bills
• H89: University Vaccination Freedom Act (Rep. Gable)
• H380: Conscientious Objection to Vaccine Mandates (Rep. 

Almond)
• H440: Healthy Food, Healthy Bodies (Rep. Winslow)
• H803: 3-Year FDA Approval for New Childhood Vaxx (Rep. 

Blackwell) 
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