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Overview about LR importance

Objectives and Pay Off

Case studies 

Launch readiness articulation Launch readiness Pitfalls 

The 3 A’s Model Free LR Kit 



How many launches have you managed / Participated in  ? 



Why you are here today?

Image credit: https://www.facebook.com/3lm.nafe3/

Who can benefit ?



Launch Readiness is a farmwork designed to help the new product 
launch team achieve the best possible launch by:

• Providing a common approach that incorporates, and highlights 
launch best practices.

• Helping to identify and gain alignment on cross-functional 
partner roles & responsibilities, deliverables and timing.

• Serving as a tracking and communication tool for both the launch 
and management team.

What is Launch readiness ?



Launch & Launch readiness !!!



Getting a drug from bench to launch takes an average of 12 

years and $1.5 billion.

From bench to launch 

Pic. Generated by AI.





81% of future drug sales performance is determined by actions taken during 

clinical development, early commercialization, and product launch.

Why Launch is Important ? 

1 M. Corstjens, I. Horowitz, E. Demeire: One bite at the 

cherry, Journal for Economics of Innovation and New 

Technology, 2005.



About two thirds of new drugs fail to meet pre-
launch consensus sales expectations for their first 
year on the market.”

Most of these drugs continue to underperform 
even three years post-launch.

Why Launch is Important ? 

3 McKinsey & Company. (2014, March). The secret of successful drug launches.



Why Launch is Important ? 



Are you / your team and your organization are 
ready for the launch ?



When shall you start thinking about launch 
readiness ?

When to Start ?



The Process of drug development 

https://www.bioagilytix.com/

IND 
NDA 

BLA 

PMM 



Phases of a clinical trail 

https://rarediseaseresearch.ie/clinical-trials-explained/



Phases of a clinical trail 

https://www.eisai.com/innovation/research/research/index.html
From bench to launch 



Levels of involvement 

R&D & Medical 
Strategy & BD 

Regional Marketing 
Finance 

Local Marketing teams 
Market access & Sales team



Launch readiness articulation 



Being first generic

Pros.

Pricing Power: The first generic can set a higher 
initial price before other generics enter the market.

Revenue Potential: First movers can secure 
lucrative tender contracts and higher reimbursement 
rates. You only need to give an advantage vs the 
brand, however 2nd and 3rd generics have to compete 
with other generics as well.

Competitive Edge: Capturing a large market share 
early and building strong relationships with 
distributors and healthcare providers leads to long-
term market dominance.

Easy market access:-

Cons

• Higher APIs / Dossier fees.

• Litigation with the innovator 
company.

• Higher S&M expenses to start 
converting the Rx behavior from 
brand to Generic. 





Launch readiness articulation 

Launch Readiness 
framework

GAP analysis

Situational analysis  

Launch Readiness 
activity map on 

prioritized activities Version 5/15/07

Launch

Readiness Area Key Questions LAUNCH MINUS 36M LAUNCH MINUS 24M LAUNCH MINUS 18M LAUNCH MINUS 12M

Have expected label and product 

claims in development been 

communicated?

Global Strategic Marketing provides 

input into expected label claims 

defined in Target Product Profile / 

Target Core Data Sheet

Global Strategic Marketing ensures 

expected label, product claims and 

value proposition are clearly defined 

in Target Product Profile / Target 

Core Data Sheet and available to 

regions/local countries.  Local vs 

Global Strategic Marketing label gap 

analysis begins.

Use TPP to create Gap analysis and 

Mitigation plan developed 21 months 

prior to launch.  Local feedback on 

product label and proposed claims 

to Global Strategic Marketing.  Local 

feedback on product label & 

proposed claims.

Has PI manuscript submission 

strategy been developed?

Global Strategic Marketing Labeling 

finalized and communicated to 

supply chain and local brand

Submitted PI Manuscript ready 

and communicated to supply 

chain

Is Regulatory Submission 

submitted and negotiations near 

complete?

Global Strategic Marketing is 

working with regulatory to identify 

appropriate dossier to file and timing 

of filing and estimated approval

Global Strategic Marketing/Global 

CDT finalizes Global Regulatory 

Submission package. 

Clinical Research protocols are 

written and research is completed.  

Data to be part of the submission.  

Begin prepare regional/local 

regulatory submission.

Local Dossier has been finalized 

and submitted, filing status 

communicated.  Issues resolution 

process developed for local filing.

Has promotional material 

submission strategy completed?

Brand Vision & 

Lifecycle Management

Strategy

Has the lifecycle management 

planning been updated? 

Global Strategic Marketing is 

collaborating with multiple functions 

on Global Clinical Development Plan 

(with clinical trials needed for 

submission) and Global Patent 

Extension and Protection Strategy 

Global Clinical Development Plan 

developed that describe needed 

local health economic studies and 

clinical studies.  Therapeutic area 

Franchise strategy is available & 

Global Patent Extension & 

Protection Strategy is developed.

Lifecycle Management Plan initiated 

w/ annual updated. Local Clinical 

development plan finalized. Local 

Patent Protection / extension plan 

developed

Intellectual

Property (IP)

How strong is our current patent? 

Have steps been taken to enhance 

IP protection? What is the global 

IP strategy?

Global Strategic Marketing conducts 

full assessment of patent to identify 

vulnerabilities

Global IP strategy developed and 

plans are being developed to protect 

IP (e.g., legal, product or package 

differentiation, branding, etc.)

Local IP position assessment 

including risk mitigation plans 

developed to protect IP (e.g., legal, 

product or package differentiation, 

branding, etc.)

Local IP strategy and risk mitigation 

plan in place for patent challenges

Health Economics & 

Outcomes Trials / Data

Have results from health 

economic studies or data to 

substantiate value been 

communicated to payors? Do we 

have sufficient differentiation 

from our desired comparator to 

substantiate a value proposition 

that supports reimbursement? Do 

we have a Phase 3b and Phase 4 

strategy in place?

Globle Health Economics Research 

plan developed by Global Strategic 

Marketing. 

Health economic studies have been 

initiated by Global Strategic 

Marketing and are they aligned with 

expected label, product claims and 

value proposition.  Local HE 

assessment completed. 

Global HE Research Plan - 12 

months before including: Patient 

flow, epidemiology, 

HTA/Differentiation landscape and 

strategy, Cost/effectiveness Models, 

Phase 3b/4 Differentiation strategy, 

Budgetary impact model.  Regional 

or local health economic studies.

Chemistry, 

Manufacturing, 

& Controls

* Most CMC activities 

will be completed prior 

to hand-off to local 

organization

What is required to formulate & 

manufacture this product with 

consistent quality?  Where will 

bulk substance, drug product be 

manufactured and then 

packaged?  Has tax dept been 

consulted on the supply chain set-

up? Have internal/external 

capabilities been assessed?

CMC input into Target Product 

Profile/Label for Phase 

3/consistency: begins 4.5 years pre-

filing.· Strategic Forecast for 

capacity planning begins 24 months 

prior to Phase III and is revised at 24 

and 12 months prior to launch and 

each year post-launch.· 

CMC Team completes scaleup and 

tech transfer of manufacturing 

process completed.  CMC team 

completes Strategic Forecast for 

capacity planning is revised at 24 

and 12 months prior to launch and 

each year post-launch and Channel 

Strategy: finalized and approved 24 

months prior to launch and 12 

months prior to filing 

CMC & Global Strategic Marketing 

develop secondary package design. 

Local package design, artwork, & 

design under development

Package Design 

& Configuration

Has package design been 

finalized?

Global Strategic Marketing labeling 

finalized (Global Strategic 

Marketing/GBSM) & Global Strategic 

Marketing packaged design 

developed.  Local package design, 

artwork, & design under 

development

Physical package design 

(including primary & secondary 

package) is finalized at T-10 

months & Supply Chain has 

received  product expiration 

dating at T-12 months.  

YOU ARE ON TRACK IF…

PRODUCT READINESS

Label Assessment /

Product Claims

Regulatory

Submission

Launch Readiness 
checklist on 

prioritized activities

Launch Readiness 
dashboard

Strategy  Tactics   Follow up   



Step 1: Create the project charter (One Page Guide)

A project charter is a formal document that 

officially kicks off a project. 

It explains the project purpose, goals, and 

scope, outlines key tasks, and identifies who's 

responsible for what deliverables.

Project charter

Project Charter



Project charter

PW: marketingclub



Step 2: Create your launch readiness 

activity Map

A detailed Activity Map for each Launch 

Readiness element provides:

A visual representation of activities and 

suggested timing (based on best 

practices)

The global/regional inputs

Critical activities.

Activity Map 



Step 3- Create your 

Critical success factors list

Activity Map 



Step 4 : Launch Team / Task force / 

Focus group / SteerCo.

Assign team responsibilities and authorities

Launch leader & 
Launch Champions  

Create your  Launch team

Who takes the lead ???



Cross functional team 



Choose your market access strategy 



KOLs engagement should begin during Phase II

Market access and KOLs

reinforce the validity of the clinical data

Disease state education programs

develop peer-reviewed,

evidence-based, clinical information.

from disease state

awareness to education around clinical

results and, eventually, therapeutic

outcomes.



KOL engagement should begin during Phase II



Step 5: follow up dashboard 

Follow closely the 3 dimensions 

Product Readiness Brand/Marketplace Readiness

Product X

US         EU       APJLA

File: 2Q07    3Q07      3Q07
Approval: 4Q07    2Q08      2Q08
Launch: 4Q07    2Q08      2Q08

Minimal risk to meet or 

exceed plan

Moderate  risk yet within 

range to meet plan

Significantly off track, 

action required

Project Leads (e.g. Compound Development 
Team Lead, Global Marketing Lead)

Month, Year

OWNER:

DATE:

Sales Force Design & Set Up

Process & Systems – Capability 
Assessment & Execution

Internal Communication

Compliance, Risk & Issues Management

Distribution & Customer Service 

Hiring, Staffing, & Training

Competency & Human Resource 
Assessment

Organizational Readiness

Medical Affairs (Incl. Expanded 
Access Program)

Public Relations

Payer Relations / Pricing & Reimbursement

Market Research 

KOL Interaction

Advocacy (Patients & Caregivers) 

Marketing Plan

Brand Vision / Trademark

Positioning & Messaging

Leverage Points & Segmentation

External Environment Assessment
(including Market Definition)

Product Supply

Package Design & Configuration 

Forecasts & Financials

Chemistry, Manufacturing, & Control 

Health Economics & Outcomes Trial Data

Intellectual Property (IP)

Brand Vision / Lifecycle Management 

Regulatory Submission/Registration Trials

Label Assessment / Product Claims



Step 6- After action review:

An After-Action Review (AAR) or report 

should be conducted by the launch team 3-6 

months after launch

build “corporate memory” around the 

strengths and opportunity areas of each 

launch

AAR

AAR



G2M Go to Market strategy 



G2M Go to Market strategy 



Linking Marketing Approach and Launch Readiness

> Marketing Approach guides development of marketing strategy 

and plans, which are critical in  new product launch (and 

throughout the product lifecycle) 

> Launch Readiness encompasses the outcomes of the Marketing 

Approach, as well as all other commercial and related work 

necessary to successfully to launch



Linking Marketing Approach and Launch Readiness

Launch Readiness
Marketing Approach

o

Positioning &

Messaging

Va lu e

Pr oposition

Marketing Mix

Succeed vs.
the Competition

Measur e ments
& Metrics

Continued

Gr owth  Initiatives

Market

Definition

Leverage Points &
Behavioral Objectives

Brand V ision

& Sequencing

Principles

Segmentation



الدنيا ماشية ولا إيه

الراجل ده بيقول حاجات غريبة يا جدع 



The 3 A’s Model 



The 3 A’s Model



The 3 A’s Model



Every successful  launch tells a story
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deallus.com 



IP: intellectual property in Pharma 



Importance of IP in Portfolio Planning
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2022 2023 2024

Brand First Generic Second Generic Third Generic Forth Generic
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SFDA

https://sfda.gov.sa/en/list_under_registration_drugs



A first-mover advantage ?
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capgemini.com



The 3 A’s Model download





THE 8 PITFALLS IN PHARMA



- LARTRUVO®

Drug name: Lartruvo
Company: Eli Lilly
First approval: October 2016, U.S. FDA
Indication: Soft tissue sarcoma 
Past sales estimate: $374 million by 2021

Study did not meet the primary endpoints of overall survival (OS) in the full study population or in the 
leiomyosarcoma (LMS) sub-population; there was no difference in survival between the study arms for 
either population.                                           

Can Big MNCs fail to launch ?

Fast track registration 

Breakthrough therapy 
designations

Priority review

Sales Projection: 
$373.75 million2020 sales: None.



- Steglatro, Merck/Pfizer

Drug name: Steglatro
Companies: Pfizer and Merck & Co.
First approval: December 2017, U.S. FDA
Indication: Type 2 diabetes
Sales projection: $1.09 billion in 2022
2020 sales: Not disclosed

Pfizer and Merck struggled to explain why Steglatro couldn’t match the benefits of others in its class.
Steglatro was safe but offered no cardiovascular benefits

Can Big MNCs fail to launch ?

crowded field 

Late Market entry 

Trends changes from 
SGLT2 towards GLP1

No Added Benefit 

https://www.fiercepharma.com/special-report/top-10-drug-

launch-disasters



Top 15 Drug Launch Superstars



1- Starting too late (Specially for Tender business driven products)
Did we start the commercial launch preparation early enough (in mid stage 2 clinical development)?

Did we create alignment early on: internally among the cross-functional teams and externally among key 

stakeholders by building disease/product awareness?

2.Insufficient resources
Are sufficient financial and human resources assigned to the launch, covering different 

functions/departments and with the right capabilities and launch knowledge?

3.Poor stakeholder engagement
Are all key stakeholders identified, are their needs defined and are their roles and impact within the go-to-

market strategy understood and acted upon?

Is there an engagement strategy in place to build advocates to endorse the product early on (both KOL and 

guideline endorsement)?

THE 8 PITFALLS IN PHARMA



4.Limited product value
Is the product value proven by trustworthy data, are sufficient trials conducted and do early customer 

experiences affirm the product value?

Do we have a clear and compelling value proposition for the product that are tailored to the different 

stakeholder's/segments' needs?

5.Inferior data analysis & insights
Do we have a precise definition of the market opportunity, the market size and the competitive landscape 

based on data driven insights?

Do we understand the patient journey, and have we identified all the drivers, barriers and leverage points? 

Have we identified the right launch KPI’s and how to track them?

6.Inadequate internal organization
Do we have the right launch team, processes, decision matrices, governance system, policies…in place?

Is the launch driven by a cross-functional decision-making team that is creating adequate communication 

and alignment within the whole organization?

THE 8 PITFALLS IN PHARMA



7.Ineffective launch mindset & capabilities (Outsource)
Is there a strong internal commitment and common mindset throughout the organization to make the launch 

a success?

Are we defining the right strategies and tactics by understanding the type of launch, and having an 

innovative, though realistic and critical mindset, without overestimating our own product and capabilities 

versus competition?

8.Failing to commercialize successfully
Is my positioning and messaging strategy clear and unique, tailored to the key segments and stakeholder 

groups, and using the optimal and cost-effective

communication strategy and omnichannel approach? Do I have a strong go-to-market strategy, that is 

adaptable to market changes and reactions from competition?

THE 8 PITFALLS IN PHARMA

FromCELforPharma’s2-day Strategy& Planning forCommercial LaunchSuccessin Pharmacourse withKurt Arco



Launches are harder now than ever before

LAUNCH ENVIRONMENT
OF NICHE MARKET

\ High unmet needs give significant value
creation, though market size maybe limited.
\ Less competition results from lower number
of launches.
\ More recent launches have longer patent,
so less pressure from genericisation and
biosimilars.
\ Research and development is more favoured
by payors and regulators, with processes
encouraging its approval and access.

LAUNCH ENVIRONMENT
OF MASS MARKET

• \ Less unmet needs gives limited value 
creation.

• \ More competition means faster, smaller 
launches.

• \ Competition of drugs intensifies as they
• approach beyond patent expiry due to 

generic
• biosimilar drug launches.
• \ Demand of real life data and value creation 

from
• payors, insurers and regulator intensifies.



LR check up list 



No two launches are the same.

But the key to every successful launch is a deep understanding of the strategic vision and development
of the priorities, people, processes and tools to enable the execution of that vision



Launches are harder now than ever before

LAUNCH ENVIRONMENT
OF NICHE MARKET

\ High unmet needs give significant value
creation, though market size maybe limited.
\ Less competition results from lower number
of launches.
\ More recent launches have longer patent,
so less pressure from genericisation and
biosimilars.
\ Research and development is more favoured
by payors and regulators, with processes
encouraging its approval and access.

LAUNCH ENVIRONMENT
OF MASS MARKET

• \ Less unmet needs gives limited value 
creation.

• \ More competition means faster, smaller 
launches.

• \ Competition of drugs intensifies as they
• approach beyond patent expiry due to 

generic
• biosimilar drug launches.
• \ Demand of real life data and value creation 

from
• payors, insurers and regulator intensifies.





LAUNCH READINESS CHECK-UP



LAUNCH READINESS CHECK-UP



LAUNCH READINESS CHECK-UP



LAUNCH READINESS CHECK-UP



LAUNCH READINESS CHECK-UP







Blockbusters launches in 2024
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