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… as the First Step in a Product Narrative

• Approximately 22% efficiency gained

• Peer-reviewed translational validation

• Establishes regulatory cadence

• A vehicle for regulatory “crosstalk”

• Non-clinical & CDP foundation

The PIND (Type B) to IND transition

Scheduling 

the Meeting
Timing vs, Program impact

Preparation Pressure testing every assumption 

FDA Review “In principle we agree, but not in detail“

The Meeting WRO, teleconference, in person

Follow-Up
Affirming, Revisiting assumptions



• Competitive environment

• Perspectives of subject matter experts, patients

• Target Product Profile (TPP)

• Type, number, schematic, sequence of studies

• “Special studies”- waiver, deferral, acceptance

• Framing the program on value, as well as novelty

• Costing estimates and study metrics

… As a milestone for  Development with Inflection Points



…as a strategic business opportunity

• It establishes IP architecture

• “An annuity, not a science project”

• A catalyst for co-development, licensing

• Sequential, contingent, investment decisions

• Creates a “payer signal”

https://pharmeng.com/early-engagement-with-regulatory-bodies/

“May Proceed”

IP architecture

Translational 
Validation

Risk Mitigation

Accelerated Clinical 
Development

Business 
Planning



… as a catalyst to define “value”, when novelty is not enough

Nether orderly nor fully rational

• Health Information Technology

• Health Outcomes Research

• CMS

• Self-insured employers

• Commercial plans

• Veterans Administration

• Patient Advocacy

• Pharmacy Benefit Design

• P&T committees

• HTA/pricing bodies ex US

Pre-emptive mitigation

• Comparators & Durability

• Site topology (Integrated Delivery Networks & ACOs)

• Direct and Indirect health care utilization

• “Love your model but send me my data”

• A publication strategy for adoption, access



The Multi-Tiered Utility of an IND--moving beyond “May Proceed”
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