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Agenda 
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What is a Specialty Drug? 

• Specialty Drug may 
include up to 8 
parameters  

Chart adapted from EMD Serono Specialty Digest, 9th Edition. 
Image: SPAARx Specialty Pharmacy Key Terminology, 2013. 

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 

Drug has an FDA Mandated REMS 

Requires Monitoring of Side Effects 

Requires Patient Administration Traning 

Requires Ongoing Assessment of Response 

Limited Distribution 

Treats Rare Disease 

Requires Special Handling 

High Cost 



• Brand and generic trend 
decreasing or flat 

• Specialty trend increasing 
and forecasted to continue 
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Specialty Spend and Trend 

2013 Total Healthcare Spend 

$2.9 Trillion 

Prescription Drug Spend  

$278 Billion  

Specialty Drug Spend  

$56 Billion 
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Specialty Spend and Trend 

5 Humana, Inc. Internal data. 

Utilization Inflation 

New drugs to market 
with higher price tags 

Large price increases 
in higher volume 

drugs 

Cost inflation on 
specialty drugs 

New patients using 
new drugs to market 

New indications for 
existing drugs 

More awareness of 
existing drugs 
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Humana’s Medicare Specialty Utilizers 

Humana Medicare population includes MA and PDP membership. 

Managing 
Well Being  
for Over  
6 Million  
Medicare  
Members 

30% 
This low 
number of 
utilizers  
account for 
30% of total 
drug spend 
for Humana‘s 
Medicare 
membership. 

<2% 
Of our 6 Million Medicare 
beneficiaries, less than 
2%  use specialty drugs. 
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New Drug Approvals – Specialty Boom 

US Food and Drug Administration website.: 
www.accessdata.fda.gov. Accessed 2013 

1 2013-14 Economic Report on Retail, Mail and 
Specialty Pharmacies. 
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Annual Drug Approvals • Oncology continues to 
lead development 

• FDA breakthrough 
status  

• Substantial 
improvement for 
serious conditions 

• Increased 
meetings with 
FDA 

• More 
communication 

• Senior review 
staff 

• 27 requests granted  

 
 

http://www.accessdata.fda.gov/


Hepatitis C Total Cost of Care  
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$80-$90K 
$90-135K 

$120-$165K  

Treatment Goals 
 

• SVR (Sustained viral response) 
 

• Liver transplant avoidance, cost avoidance of $150-$500K per transplant 

Estimated Drug Costs 

Source:  SG Cowen 8 



Specialty Pipeline - On the Horizon 

• Alzheimer’s:   
– 5.4 million patients at an 

estimated $35,000 annually 
 

• Oncology:   
– 14 million patients at an estimated 

>$100,000 annually  
 

• High Cholesterol:   
– 71 million patients at an estimated 

$10,000 annually 2008 2009 2010 2011 2012 2013 2014 
Traditional Specialty 

Increasing Proportion of Newly  
Approved  Drugs are Specialty Rx 
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Increasing Prices of Existing Brand Drugs 

Doxycycline in 2013: 
$20 per bottle 

H.P. Acthar Gel in 2007: 
$700 per vial 

EpiPen in 2007: 
$57 per pen 

Gleevec in 2007: 
$118 per pill 

9,145% 
increase 

4,471% 
increase 

 222% 
increase 

  158% 
increase 

Doxycycline in 2014: 
$1,848 per bottle 

H.P. Acthar Gel in 2014: 
$32,000 per vial 

EpiPen in 2014: 
$184 per pen 

Gleevec in 2014: 
$306 per pill 



Increasing Prices of Generic Drugs 

1/3 of generic drugs had price increases in 2013  



• Biosimilars 

• Specialty Tiers 

• Formulary Design 

• Preferred Pharmacy Networks 

• Maximum Allowable Cost 
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Ensuring Access to Affordable Coverage 

Presenter
Presentation Notes




• Naming Convention 
– A rose by any other name would not smell as sweet 
 

• Regulatory Guidance 
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Biosimilars - Federal 

Presenter
Presentation Notes
So let’s talk about one area where we see long-term potential for improved market competition that we hope will alleviate some of the pricing pressures in the specialty market – biosimilars.We do not anticipate that biosimilars will lead to the 70-80% cost reductions widely seen in the  the chemical drug market, we do expect reductions of 10-20% - in line with branded competition in existing therapeutic categories.However, we are growing increasingly concerned that advocacy efforts being undertaken by some manufacturers, and the deliberately slow regulatory approach being taken by the FDA, threaten to jeopardize, or at the very least delay, patient access to biosimilar products.  I want to talk briefly about two such examples.Naming ConventionTo steal a line from the great playwright William Shakespeare, when it comes to the naming of biosimilar products, a rose (or in this case a biosimilar) by any other name would not smell as sweet.While I understand that your industry is doing its best to raise (thus far unfounded) concerns about biosimilars, I have a strong hunch that branded manufacturers position on naming convention has a lot more to do with pharmacy substitution than it does about tracking safety and efficacy.We continue to support the use of a common name, similar to the existing naming convention for generic drugs, in order to ensure that patients can benefit from biosimilar cost savings.Regulatory Guidance [Kim & Chris – any suggestions here?  This section is still weak]Now some of you may argue that unique names are necessary in order to ensure that biosimilars are as safe and effective and the reference biologic.However, the FDA’s painfully slow rollout of biosimilar regulatory guidance suggests that the agency is taking a thoughtful, measured approach to biosimilar applications.  The FDA only recently issues guidance on biosimilars and it remains entirely unclear when, or even if, the FDA will issue guidance for interchangeable biosimilars – which leads me to the next slide…



• Substitution legislation enacted in at least 
7 states and defeated in at least 9 states 

• Bills vary significantly across states, but 
common themes include: 
– A requirement that prescribers and 

pharmacies maintain written records of a 
biosimilar substitution for a specified period 
of time 

– A requirement that pharmacies notify the 
prescribing physician of a biosimilar 
substitution 

• May discourage pharmacies from 
substituting an interchangeable biosimilar 
for a reference biologic 
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Biosimilars – State  

Presenter
Presentation Notes
We have seen significant activity at the state level around biosimilar substitution requirements – despite the complete absence of FDA guidance regarding approval requirements for interchangeable biosimilars.Substitution legislation has been enacted in at least 7 states and soundly defeated in at least 9 more.



• Many plan formularies include 
specialty drug tiers with 
percentage-based cost sharing (e.g. 
20-30%) rather than flat copays 

• Legislation is pending in many 
states to cap specialty drug cost 
sharing at $100-$200 per 
prescription 
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Cost Sharing Caps 

Presenter
Presentation Notes
CA, CT, IN, MA, NY, RI



Copay Cap Landscape 
 

PR 
= Law Enacted 

= Action Anticipated 



17 1 http://www.drugchannels.net/2014/01/for-2014-3-out-of-4-seniors-choose.html  
2 The Impact of Preferred Pharmacy Networks on Federal Medicare Part D Costs, 2014-2023, Milliman, Oct 2013 
3 Estimating the Budgetary Impact of H R  4577  the “Ensuring Seniors Access to Local Pharmacies Act of 2014”  The Moran Company  July 2014  

Preferred Pharmacy Networks 

• 75% of all Part D 
beneficiaries are enrolled 
in plans with discounted 
cost sharing.1  

• Over the next 10 years, 
preferred pharmacy 
network plans are 
estimated to reduce 
federal Medicare spending 
by $7.9 to $9.3 billion.2 

Presenter
Presentation Notes
The fight over whether preferred or narrow networks saves money is really not a fight.Numerous independent researchers have studied the question and ALL come to the same definitive conclusion…they do save money…by influencing where people shop.Today, the United States has more than 62,000 pharmacies---more than McDonald’s, Wendy’s, Burger Kings, Pizza Huts, Taco Bells, KFCs, Domino’s Pizza and Dunkin’ Donuts combined.

http://www.google.com/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&docid=ppB4r7dTgULpLM&tbnid=MAZ5f-jWDAqspM:&ved=0CAUQjRw&url=http://en.wikipedia.org/wiki/Pharmacy&ei=4EnzU-LsIIeWyASkqYLACg&bvm=bv.73231344,d.aWw&psig=AFQjCNGdeg09upYoOYM7aWVG1RBUNoqpHg&ust=1408539450972569
http://www.google.com/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&docid=ppB4r7dTgULpLM&tbnid=MAZ5f-jWDAqspM:&ved=0CAUQjRw&url=http://en.wikipedia.org/wiki/Pharmacy&ei=4EnzU-LsIIeWyASkqYLACg&bvm=bv.73231344,d.aWw&psig=AFQjCNGdeg09upYoOYM7aWVG1RBUNoqpHg&ust=1408539450972569
http://www.google.com/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&docid=ppB4r7dTgULpLM&tbnid=MAZ5f-jWDAqspM:&ved=0CAUQjRw&url=http://en.wikipedia.org/wiki/Pharmacy&ei=4EnzU-LsIIeWyASkqYLACg&bvm=bv.73231344,d.aWw&psig=AFQjCNGdeg09upYoOYM7aWVG1RBUNoqpHg&ust=1408539450972569


• MAC is a reimbursement methodology/price list used 
by PBMs and plans to determine pharmacy 
reimbursement for generic drugs and brand drugs 
with generic equivalents 

• Encourages network pharmacies to purchase lower-
cost generics 

• States are pursuing legislation to restrict the 
application of MAC reimbursement methodologies 

Maximum Allowable Cost  (MAC) 
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Future Opportunities - Innovative Contracting 

Drug Access 

Genetic Testing 

Real World Data 

Patient Response 
Statistics 

Therapeutic Response 

Overall Survival 

Hospital Avoidance 

Lower Discontinuation 

Disease Cure 

Assess Effectiveness 

Measure Endpoints 

Partner to Support 
Financial Future of 
Pharmaceuticals 

Pharma Partner 



Q&A 
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