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Mapping a Path to Market: Creating a  
Comprehensive Drug Development Strategy

OVERVIEW »

FOR EVERY 5,000 to 10,000 COMPOUNDS ENTERING 
THE PIPELINE, ONLY ONE WILL MAKE IT TO MARKET.1

SUCCESS RATES FOR DRUGS IN CLINICAL DEVELOPMENT 2  »

THE FOUNDATION OF A COMPREHENSIVE  
DRUG DEVELOPMENT STRATEGY »

DRUG DEVELOPMENT HAS BEEN DESCRIBED AS THE  
PROCESS OF OBTAINING THE INFORMATION YOU WANT TO 
BE INCLUDED ON YOUR DRUG’S PRESCRIBING INFORMATION. 
AT THE BOTTOM TIP IS THE DRUG ITSELF, AND ACROSS THE 
BROAD TOP IS THE PRESCRIBING INFORMATION. EVERYTHING 
IN BETWEEN IS DRUG DEVELOPMENT.

ARE FALLING SUCCESS RATES PARTLY TO BLAME? 

FORM THE BASE OF A COMPREHENSIVE DRUG DEVELOPMENT 
STRATEGY BY CONSIDERING THESE QUESTIONS.

1980s

2000s

AVERAGE COST TO DEVELOP A DRUG 
(INCLUDING COST OF FAILURES)1, 2  »

1970s

$140
million

MID 
1980s

$320
million

LATE 
1990s

$800
million

EARLY 
2000s

$1.2
billion

EARLY 
2010s

$1.5
billion

THREE FOUNDATIONAL QUESTIONS »
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Who ?
What ?
Where ?

When ?
How ?

• Intellectual property

• Reimbursement

• Marketing
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2013

# of medicines  
approved by FDA   

(highest total 
in 15 years)1

# of medicines  
 approved by  

FDA (including 9 
orphan drugs)4
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FOUNDATIONAL
QUESTIONS

MANUFACTURING/QUALITY

OTHER

What
is the 

end goal?GETTING YOUR DRUG TO MARKET? 

LICENSING YOUR COMPOUND?

What are 
the desired 

product
attributes? INDICATION/USAGE & DOSAGE?

ADMINISTRATION & PHARMACOLOGY? 
ADVERSE REACTIONS & TOXICOLOGY?

CLINICAL DATA?

Where
will the 
drug be 

marketed? UNITED STATES?

EUROPE?
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THE FOUNDATION OF A COMPREHENSIVE DRUG DEVELOPMENT STRATEGY »

• Biopharma  
 companies with the 
 assistance from  
 universities and labs 
 search for a “lead 
 compound” that 
 has the possibility 
 to alter the course 
 of the disease


