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LEARNING OBJECTIVES

 Describe the various program components available to you as a New Product Planning 
professional

 Describe how the different components in the new product planning toolbox help to build the 
business case for the program
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THE NEW PRODUCT PLANNING “TOOLBOX”
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Preclinical / 
Phase 1 Phase 2 Phase 3 Pre-Reg

TIMING OF ACTIVITIES BASED ON PROGRAM STAGE

4

Landscape Assessment

Timing shown here is for illustrative purposes only; specific timing defined by specific needs of the program and organization

Defining & Refining the Programpre-work

Defining & Establishing the Program Valuepre-work



LANDSCAPE ASSESSMENT
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Disease Evaluation
•Helpful for defining any patient subtypes
•Provides framework for epidemiology assessments

Patient Journey
•Define physician specialties involved
•Identify “leakage” points where patients stop seeking care (unmet needs)

Treatment Landscape
• Defines specific areas of potential unmet need
• Illustrates the degree of competitive density in the pipeline

Competitive Intelligence
•Anticipate competitor moves
•Develop ability to respond to competitive dynamics

Market Access
•Understand current management of therapeutic area
•Assess impact of generics and competitor entry into market



DISEASE EVALUATION

Example Disease State Overview Insights Gained from Disease Evaluation:
• Patient subtypes
• Specific characteristics that define 

patient subtypes
• Overall therapeutic approaches used
• Helpful framework for epidemiology 

evaluation
• Good starting point for identifying 

specific unmet needs

https://www.researchgate.net/figure/Figure-High-risk-pediatric-populations-risk-stratification-and-treatment_fig1_331329013 6



PATIENT JOURNEY 

Insights from Mapping Exercise
• Time to diagnosis
• Physician specialties 

involved
• Placement of therapies in 

treatment flow
• “Leakage” points where 

patients stop seeking care
• Define specific areas of 

unmet need

https://medium.com/leoilab/evolving-the-patient-journey-through-artificial-intelligence-8ae0bbc0cd2c 7



TREATMENT LANDSCAPE (CURRENT & FUTURE)
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For illustrative purposes only and does not represent any specific set of products 8

Key Issues:
• Defines specific areas of 

potential unmet need
• Informs potential areas for 

strategic segmentation
• Illustrates the degree of 

competitive density in the 
pipeline



COMPETITIVE INTELLIGENCE
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Key Aspects of Using 
Competitive Intelligence

• Maintain active 
surveillance

• Socialize internal 
reporting of findings

• Conduct scenario 
planning to anticipate 
potential outcomes

• Iterate the process as 
key learnings and 
insights emerge

Benefits of Conducting 
Competitive Intelligence

• Anticipate competitor 
moves and avoid 
launch pitfalls

• Proactively build 
barriers to 
competition

• Revise business 
strategy in realtime to 
respond to rapidly to 
competitive dynamics



MARKET ACCESS AND REIMBURSEMENT (US)

[TEXT]
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Key Market Access Issues:
• Understand mix of payers (e.g. 

Commercial, Medicare, Medicaid, 
DoD, etc.)

• Determine current management 
of therapeutics in the disease 
(e.g. PA, step-edits, tiering, etc.)

• Assess impact of generics and 
competitors entering the market 
(current and future)

PA: Prior Authorization



ASSET DEFINITION
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Strategic Market Segmentation
• Defines a specific and addressable target patient population
• Establishes baseline for forecasts and scenario planning

Strategic Positioning
•Defines potential areas where program can have a competitive advantage
•Establishes the value proposition in how the program addresses unmet needs

Market Research
•Important mix of different approaches to address different issues / questions
•Critical to conduct right level of research based on stage of program

Data Analytics
•Objective data helpful in understanding actual trends in usage and adoption

Target Product Profile
•Critical road map for defining what is needed for a commercially viable program



STRATEGIC MARKET SEGMENTATION

Benefits of Strategic Market Segmentation
• Defines a specific and addressable target patient population
• Establishes baseline for forecasts and scenario planning
• Provides a framework for efficient planning for clinical development and commercial planning 

1 American Heart Association (https://professional.heart.org/idc/groups/ahamah-public/@wcm/@sop/@smd/documents/downloadable/ucm_503396.pdf)
2 National Kidney Foundation (https://www.kidney.org/news/newsroom/factsheets/KidneyDiseaseBasics)

For illustrative purposes only; not intended to reflect an actual set of specific indications
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Concentrated ApproachUnfocused Approach

Between 2013 and 2016, 121.5 million American adults 
had some form of cardiovascular disease.1

Kidney disease affects an estimated 37 million people in 
the U.S.2

Adult patients with primary hyperlipidemia unable to 
control LDL-C despite use of other lipid-lowering therapies

Stage CKD patients (GFR  = 15-29 mL/min) with iron 
deficiency anemia

A

BEx
am

pl
es

Ex
am

pl
esA

B

12



APPROACHES TO STRATEGIC SEGMENTATION

Mapping by Subpopulations Mapping by Attributes

For illustrative purposes only; does not reflect any actual compound or program
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MARKET RESEARCH
Secondary Market Research
• Examples include syndicated market research reports and syndicated prescription data
• Information and / or data collected by another entity
• Useful for initial landscape assessment

Primary Qualitative Market Research
• Examples: 1:1 interviews, small on-line surveys
• Useful in early stage of development to understand themes and rationale behind 

treatment choices

Primary Quantitative Market Research
• Example: large-scale on-line survey allowing for statistical analyses
• Useful in later stage of development to understand utility of certain product attributes
• Informs potential market share useful in forecasting exercises
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DATA ANALYTICS
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In this example, want to understand how the introduction of a disruptive 
technology impacted the need for a therapeutic class that Company X was 
interested in introducing new therapies.

Widespread Adoption 
of Disruptive Therapy

For illustrative purposes only and does not represent any specific set of products
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Claims Data
 Actual use within specific diseases
 Prior medication use

Sales and Volume Data
 Sales & volume over time
 Days of therapy

Prescription Data
 Total, refills, new to brand, etc.

Epidemiology Data
 Incidence and prevalence rates
 Treatment rates



TARGET PRODUCT PROFILE
Target Minimum

Indication
Indication Target

{placement in therapy; subpopulation(s); ages}
Indication Target

{placement in therapy; subpopulation(s); ages}

Efficacy

Efficacy Measures:
• Relevant Endpoints (Primary / Secondary)
• Include relative comparators (Equal to? Better than?)

Efficacy Measures:
• Relevant Endpoints (Primary / Secondary)
• Include relative comparators (Equal to? Better 

than?)

Safety & Tolerability

• Relevant safety attributes
• Include relative comparators (Equal to? Better than?)

• Relevant safety attributes
• Include relative comparators (Equal to? Better 

than?)

Presentation & Dosing Formulation / Route / Frequency Formulation / Route / Frequency

Value Proposition: Describe the impact of the therapy in terms of addressing unmet needs for the patient (e.g. efficacy / safety improvements, 
disease management) and impact to the healthcare system in terms of economic benefits (e.g. reduction of direct costs such as decreasing 
hospital days).
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ASSET VALUE
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Pricing
•Differentiate “pricing” from “value”

Forecasting
•Set right framework and define key assumptions

Commercialization Costs
•Estimate pre-launch and launch costs and hires

Lifecycle Management
•Plan ahead to expand the opportunity for key program

3-Year Launch Plan
•Identify key activities and timing for execution in prep for launch



PRICING

Adapted from “The Strategic Pricing of Pharmaceuticals” (2009) by E.M. Kolassa

Value

Price

Parity

Discount

Premium

“Value” Can be Fuzzy
• How is “Value” defined?
• Value to whom? Patients? Payers? Physicians? 

Society?
• Value compared to what? No treatment? Current 

standard of care? Alternative non-drug 
approaches?

Pharmaceuticals are Negative Goods
• Tend to lessen the negative effects of a condition 

(as opposed to adding positive effects)
• Not purchased because we want to, but because 

we must
Pricing (in the US) is Under Pressure
• Payer and political pressure
• Patient advocacy groups
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FORECASTING
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For illustrative purposes only; does not reflect any actual compound or program
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19



COMMERCIALIZATION COSTS
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What to Include

Pre-launch outside expenses

Launch outside expenses

Enterprise costs (new or add’l)

Key Hires
•Marketing team, Market Access team, Sales, etc.

How to Estimate

Internal data from prior launches

Analogues of similar launches

Calibrate salesforce range
•Example: orphan market vs. PCP market

Start with launch year costs



LIFECYCLE MANAGEMENT
Key Factors Driving Need 
for Lifecycle Management

• Need to Recoup the 
Costs Involved in 
Developing a New 
Therapy

• Need for Patent 
Protection

• Need for Risk 
Management

Benefits of Effective LCM 
Strategy

• Extends the “runway” 
for the revenue stream 
improving ROI

• Provides competitive 
barriers via new 
intellectual property 
against entry of new 
therapeutics

• Provides competitive 
advantages over other 
currently available 
therapeutics

Lifecycle Management 
Options

• New Indications
• New Patient 

Populations
• New Line of Therapy
• New Formulation
• New Delivery Options
• Integration of Digital 

Health

21



3-YEAR PRE-LAUNCH PLAN
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Brand Team

Market 
Access

Commercial 
Analytics

Sales / Sales 
Operations

Brand 
Market 

Research

New 
Product 
Planning

Medical 
Affairs

Y-3 Y-2 Y-1

Brand vision, strategy, and operational planning
Digital strategy (websites, ads, twitter etc.)

Develop promotional materials and messaging

Pricing research
Global payer plan

Formulary, P&T tools

KPI dashboard buildout
Teritory quarterly forecasts

Sales Launch Meetings

Pre-launch message testing
Map buying process

Competitive Intelligence
Stakeholder Market Research

LCM Evaluation

Congress Planning
Publication Planning

Formulary Kit Development

For illustrative purposes only; does not reflect any actual compound or program; does not include ever activity critical to product launch



KEY SECTIONS OF THE BUSINESS CASE
Proposed Positioning 
in the Treatment 
Landscape
•Including value proposition

Unmet Needs in 
Therapeutic Area
•Including health economic 

burden

Overview of 
Competitive 
Landscape
•Marketed and programs in 

development

Target Product Profile
•Target and minimum cases 

defined

Pricing Assumptions
•Including relevant 

analogues

High-Level Program 
Timeline
•Time to market

Revenue Forecasts
•Including detailed 

description of assumptions

Lifecycle 
Management Options
•Timing and prioritization

Regional 
Considerations
•US only vs. US + ex-US 

(5EU, Japan, China, ROW)

Risk Factors
•Including competitive, 

program, and 
environmental risks
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Thank You!

www.linkedin.com/in/arussellbiotech/

www.biopharma-newproductplanning.com


