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Rising costs, uncertain reimbursement, competition, and declining success rates have e R act b roduct Profile — Enhancons

reduced drug R&D productivity and investment over the last decade. e —— —

Proposed strategies to improve R&D productivity include four key factors: 1) leveraging all M M

data sources; 2) utilizing quantitative models; 3) elimination of information silos across R&D e - [

and commercial organizations; and 4) application of decision frameworks to reduce o_ o R . Risk-Adjusted Net Present Value (rNBV)

cognitive bias and improve decision making. - A
Trial and News Summaries

A QDF for a drug development program in atopic dermatitis (AD) was developed to: 1) link m - = o

MIDD models aligned with a target product profile (TPP) to risk-adjusted net present value . I . 7

(rNPV); and 2) integrate context-sensitive large language models (LLMs) to incorporate [ e > |

non-structured data from novel sources into the decision-making framework in a responsible Annotated Label Statements : i T - T e e

manner. G [T e O T N R e orerel e
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11 - Indications and  ADX-123 is indicated for the treatment of adult and pediatric patients aged 6 months and older with moderate-to-severe atopic dermatitis whose disease isnot SOLO 1 R G G e tica N
apan igh (]

Tier 1 SCI review complete.

Results and Conclusion

Usage adequately controlled with topical prescription therapies or when those therapies are not advisable. Study

1.2 - Indications and ADX-123 is indicated as an add-on maintenance treatment of adult and pediatric patients aged 6 years and older with moderate-to-severe asthma QUEST US | EU | Japen o - . Post-marketing surveillance
gn
Usage characterized by an eosinophilic phenotype or with oral corticosteroid dependent asthma. Study Canada : ongoing.

1.3 - Indications and ) o ) L ) SINUS-24 Real-world evidence
ADX-123 is indicated as an add-on maintenance treatment in adult patients with inadequately controlled chronic rhinosinusitis with nasal polyposis (CRSWNP). uUs e o Y
Usage Study collection planned.

This MIDD-based QDF framework successfully integrates each of the four proposed
strategies to improve R&D productivity

Enhanced Target Product Profile (eTPP): Aligns team on
Product requirements. Drives label requirements. Enhanced
with market/competitor assumptions to understand value

Plan Comparison

The QDF introduces a single cross-organizational framework for achieving quantitative,

Annotated Label: Driven by €TPP requirements. aligns PECED) ETeTeTen eT ermmr Clinical Development Plan Options transparent, high-quality R&D and commercial decisions.

required label claims with trial needs to drive clinical Advanced Features

development plan requirements S S S - o _
| Dose-dependent likelihoods of achieving TPP targets estimated from MIDD-based

Clinical Development Plant Multiple options for optimizing mm efficacy/safety models resulted in significant changes to PTS assessment and overall

cost, time, and probability of technical and regulatory product rNPV. Changes in clinical development program strategies impacted PTRS. Altering

success to compare value (eg rNPV) : : . . g :
assumptions around market size, development cost and time all have significant impacts on

?o \ MIDD: Model-based understanding of emerging drug — : product rNPV that can be assessed rapidly.

Medicine \S characteristics relative to eTPP requirements for efficacy o

Development g =atany.E Lo 2sHITIUONE CUYSRIBR SRS eSS TSI OGN 7 The concepts and tools are directly applicable across any indication or stage of

development and allow for cross-portfolio decision making.

Quantitative Decision Q Regulatory Assumptions: PRS, Pathway type, approval
=

Eramework timing(s). Informs label requirements, assumptions on [EERE R R e Regulatory Considerations
market timing, and uncertainty around approval & claims B S
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