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Resistance Has Created A Global Need  
For New Antibiotics 
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Source:  New York Times, World Health Organization 

1969 2013 

“We can close the book on infectious 
disease  …” 

United States Surgeon General 

2010 

“There are strains out there, and they 
are becoming more and more common, 
that are resistant to virtually every antibiotic we have  …” 

Dr. Lou Rice, NY Times, Feb. 2010 

“The achievements of modern medicine are 
put at risk by antibiotic-resistant 
microorganisms …” 

World Health Organization 



Yet, Antibiotic Approvals Have Declined 
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§  Since 1983, ~55 new antibiotics have 
been approved by the FDA 

-  Only two of the 55 new antibiotics approved 
since 1983 have been novel classes (Cubicin 
and Zyvox) 

§  By comparison, the FDA has approved 
131 cancer therapies and over 300 rare 
disease therapies* over the same period 

-  The pace of oncology and orphan drug 
development has continued to accelerate 
over the last 20 years 

-  Antibiotics approvals have declined, with 
only 3 approved drugs from 2008-2012 

Note:  * Orphan approvals include products that have been approved previously in a non-orphan indication, and thus are not limited to NMEs 
Source:  Journal of Clinical Infectious Diseases, FDA 
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Number of novel 
(new class)  
ABX agents 

0 0 0 1 1 0 
Only 2 new classes of ABX 
have been introduced over 
the last 20 years 



The Good News….. 

§  4 new antibiotics  approved by FDA in 2014 

 
–  Dalbavancin (Actavis/Durata) 
–  Tedizolid (Cubist/Merck) 
–  Oritavancin (The Medicines Company) 
–  Ceftolozane/Tazobactam (Cubist/Merck) 

 

§  Evidence of renewed interest in this therapeutic area 
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Reasons For Optimism … Global Efforts To 
Address Antibiotic Resistance  
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2012 2014 2009 

Innova&ve	  Incen&ves	  for	  Effec&ve	  
An&bacterials	  
• Established	  by	  Swedish	  Presidency	  

IMI	  ND4BB	  
• EU	  +	  EFPIA:	  Public-‐Private	  
Partnership	  for	  AB	  Discovery	  &	  
Development	  

2011 2010 2013 

FDA	  &	  EMA	  
• New	  guidance,	  workshops,	  FDA	  	  
Task	  Force	  	  

GAIN	  Act	  
• Signed	  into	  law	  as	  part	  of	  
PDUFA	  

WHO	  Resolu&on	  
• DraH	  Global	  AcJon	  Plan	  

PCAST	  
• USG/Obama	  AdministraJon	  
AMR	  efforts	  

O’Neill	  Review	  
• UK	  AMR	  efforts	  



But …The Field Is Still Fragile … 
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•  Current pipeline is inadequate to meet current public health needs 

•  Few entirely new antibiotics in development today 

•  Many large pharmaceutical companies exited the space 

•  Many abx in pipeline won’t get to patients (~1 in 5 success rate) 
 
 

 
 



Challenges need to be addressed… 
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Antibiotic Resistance Challenge 

Scientific Regulatory Economic 

•  Few new classes of 
antibiotics discovered 

•  Basic science 
questions remain 

•  Low levels of funding 
and infrastructure 

 

•  Quantity of clinical 
data not aligned with 
unmet need 

•  Difficulty enrolling in 
clinical trials 

•  NI designs increase 
trial size, lead to poor 
differentiation 

•  Life-saving value of 
antibiotics not 
captured in returns 

•  Pricing is depressed 

•  New antibiotics held in 
reserve 

•  Pricing pressure limits 
uptake of new 
antibiotics 
(reimbursement & 
stewardship) 



Economic Incentives 

§  Likely a number of short and long term approaches (push and pull) will 
be necessary. 

§  Biggest impact in the short term will be achieved with:  
Ø  Pull incentives that help ensure a predictable market at the end of the 

development process 

Practical, predictable, shielded from the fluctuations and variables 
that typically impact government spending, and have to be 
recognized and embraced by investors. 
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Reliance on private investment is the best way  
to spur antibiotic development 



Reimbursement Reform Will Spur Investment 
Now 
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Increase reimbursement for antibiotics that treat serious or life-threatening 

infections 

•  Reimbursement of antibiotics does not reflect their life-saving value 

•  Infections from MDR pathogens most commonly treated in the hospital 

•  Hospital reimbursement does not provide separate payment for antibiotics 

•  Current reimbursement mechanism reduces hospital cost at expense of 

innovation  

Will increase investment and support good stewardship 



Longer Term Solutions 
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•  Increase public and private investment in antibiotics and diagnostics 

•  Streamline clinical development and regulatory review 

•  Extend market or data exclusivity 

•  Tax credits, etc. 

•  Address inappropriate antibiotic use wherever it occurs 
 
 



What Success Looks Like … 
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•  Significantly greater levels of private investment in antibiotics 

•  Improved marketplace for antibiotics  

•  Well stocked, sustainable pipeline of innovative products 

•  Competition across the R&D spectrum 

•  ROI that better reflects the life-saving value of antibiotics 

•  Shift towards “precision” antibiotics and use of diagnostics  

A situation that reflects what we are seeing in other thriving therapeutic areas like  
oncology and orphan drugs 



Questions to Ask of Reward Models… 

§  What antibiotics would be rewarded? 

§  How big would the reward have to be to drive investment? 

§  Who would pay? 

§  What impact would the model have on investment across the R&D 
pipeline? 

§  What impact would the model have on innovation? 

§  Does the model/proposal have a track record of success? 
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