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My Definition of a Specialty Pharmaceutical 

 Costs > $750 per month ………………………..or 

 Treats a rare conditions………………………….or 

 Requires special handling……………………....or 

 Requires special monitoring……………………or 

 Used in a limited distribution network…….or 

 

 



Why manufacturers and insurers choose 
Specialty Pharmacy providers 

 Eliminate distribution costs 

 Access to data 

 REMS 

 Integration with a reimbursement hub 

 Training patients on how to self- administer drugs 

 Advising health plan providers on how to manage and 
implement access to new pharmaceutical products as they 
enter the marketplace 

 Finding co-payment assistance or alternative coverage for the 
patient 

 Perception of increased quality of patient management 



Which of the following are true 
concerning specialty pharmaceutical 

drug trends? 

Anticipated annual growth is ≈ 20% 

 

Cancer, multiple sclerosis and growth hormone account 
for 58% of the specialty market 
 

Specialty pharmaceuticals are 40% of the US drug market 
 

All of the above 

A 

B 

C 

D 



Growth of Specialty Market 

>50% of late-stage pipeline drugs and  >70% of applications 
for new indications are for specialty drugs 

 



Specialty vs Overall Drug Trends 2012 

Specialty Trend Express Scripts CVS Caremark* 
Prime 

Therapeutics 

Utilization -0.4% +3.6% +4.8% 

Drug Cost +18.7% +15.8% +12.6%** 

Total SP Drug Trend +18.4% +18.6% +19.1% 

% of Total Spend 
Specialty Pharmacy 

24.5% 19.9% NR 

Overall Drug Trend +2.7% +1.7% +2.1% 

Source: Each Company’s 2013 Drug Trend Report 

*Utilized Net Findings 
** Represents price increase.  Does not include mix adjustment for use of higher cost products. 



Drug Trends 

Source: CVS Caremark 2013 Drug Trend Focus Report 



Predicted Future Trends in Specialty 
Pharmaceuticals  

Source: Pembroke Consulting 



Predicted Future Trend in Specialty 
Pharmaceuticals 

Source: Pembroke Consulting 



When will Specialty Pharmacy Eclipse 50% of the 
Total Drug Spend? 

Source: Prime Therapeutics 2012 Drug Trend Insights Report 

Health Systems Business Case:  
With this kind of growth don’t we need a SP in an ACO environment? 



Commercial Insurance Drug Trend 

Source: Express Scripts  August 2013 Drug Trend Report 



Drug Trends 

Biotech Class Ave 
Cost/Rx 

Top Drugs/ 
Market Share 

Percent Covered 
Under Medical 
Benefit 2012 

Percent Covered 
Under Medical 
Benefit 2011 

Anti-inflammatory $2213 
Humira         43% 
Enbrel           42% 

31.9% 31.8% 

Multiple Sclerosis $3584 
Capoxone     34% 
Avonex         19% 
Rebif             15% 

10.5% 9.6% 

Cancer $3682 

Methotrexate 18% 
Gleevec         12% 
Xeloda           10% 
Revlimid        10% 
Lupron Depot   9% 

76.5% 77.6% 



Prescription vs. Medical Drug Benefit 

Source: Prime Therapeutics 2012 Drug Trend Insights Report 



Medicare Drug Trend 

Source: Express Scripts  August 2013 Drug Trend Report 



Which of the following are true 
concerning specialty pharmaceutical 

drug trends? 

Anticipated annual growth is ≈ 20% 

 

Cancer, multiple sclerosis and growth hormone account 
for 58% of the specialty market 
 

Specialty pharmaceuticals are 40% of the US drug market 
 

All of the above 

A 

B 

C 

D 



Insurance Trends 
 

 Increase in prior authorization (PA) 

 Shift to co-insurance versus copay 

 Blocking copay coupons 
• ≈500 pharmaceutical brands participate in copay offset programs 

• Usually found in regions with the most restrictive PA program 

• United Healthcare announced that pharmacies in its Specialty 
Pharmacy Designate Network will no longer redeem coupons for 
Extavia, Gilenya, Cellcept, Humira, Victrelis, and PegIntron. 

 Adding benefit tiers – 4 tier design 

 Income-based benefit design 

 Performance guarantees from manufacturers 

 



Insurance Trends 
 

 Risk arrangements with providers (P-4-P for following national 
guidelines) 

 More comparative data in crowded categories (RA, MS) 

 Cancer treatment – preferred agents in specific categories 

 Having office administered drug purchased from the plan’s 
specialty pharmacy 

 Integration of pharmacy and medical benefits for specialty 

 High deductible plans are now the primary benefit offering for 
13% US employers – up from 3% in 2006 (Source: CVS Caremark 2013 

focus) 

 Step therapy & quantity limits 

 Reference pricing – utilized in other countries  

 



Insurance Trends 

Source: Prime Therapeutics 2012 Drug Trend Insights Report 



Contracting with a regional specialty 
pharmacy is an option for gaining 
access to provider contracts and 

limited distribution drugs? 

True 

 

False 

 

A 

B 

True or False: 



Competition– Everyone has a strategy! 

 Large insurers have established their own specialty pharmacy 
programs – Aetna Specialty, Cigna Tel-Drug, & WellPoint 
Precision Rx  

 Independent retail community pharmacies are organizing into 
collaborative networks. 

 Regional and national chains are launching specialty 
programs. (Costco, Safeway, Giant Eagle) 

 There are 10 private, independent specialty pharmacies on 
the 2011 Inc. magazine list of the fastest growing companies 
in the US. (Diplomat, Avella, MedPro Rx) 

 Private equity firms are targeting specialty pharmacy for 
growth capital investments. (Altamont Capital & MODERN HEALTHcare;  

Bourne Capital Partners,  November,  2011 Sector Report) 

 



Market Forces & Competition 

 Market consolidation – Express Scripts/Medco, 
CVS/Caremark,  & Walgreens/BioScripts 

 These 3 companies generate 65% of the revenues from 
pharmacy-dispensed specialty drugs 

 All have PBMs except for Walgreens 

 Benefit Manager Profit is 10 – 15% on Specialty Drugs (New York 
Times) 

 Traditional “buy and bill” specialty pharmaceutical business is 
being carved away from academic medical center clinics and 
restricted to preferred specialty pharmacies – “white 
bagging” 

 Wholesalers are diversified.  McKesson’s Onmark GPO & US 
Oncology.  ABC’s International Oncology Network. Cardinal’s 
OncoSource Rx and Specialty Pharmacy Alliance 

 



Limited Distribution Drugs 

Summary: 
290 products 
  84 LD 
  29% LD 



Limited Distribution Drugs 

Summary: 
152 products 
  25 LD 
16.4% LD 



Contracting with a regional specialty 
pharmacy is an option for gaining 
access to provider contracts and 

limited distribution drugs? 

True 

 

False 

 

A 

B 

True or False: 



Biosimilars 
•Spending on 11 drugs estimated to increase from $33.6 B in 2014 to $121 B in 2024 
•If the FDA were to approve 11 biosimilars spending in 2024 would be $81.3 B 
•Cumulative savings modeled at $250 B 



Biosimilars 
 Core areas for biologicals include insulin, anti-TNF, Oncology Mab, 

EPO and MS. 

 No US pathway – FDA yet to finalize three draft guidance's 
• EU has had guidance since 2005 – 13 products approved 

 Lots of activity 
• Teva is developing its first biosimilar version of rituximab 

• Pfizer has signed a deal with Biocon (India) to manufacture biosimilar 
insulin 

• Merck has signed a deal with Parexel to bring 5 biosimilar products 

• Biogen Idec, Samsung and Merck have a joint venture 

• Sandoz has five products in Phase III – filgrastim, Pegfilgrastim, EPO, 
etanercept for psoriasis, rituximab for folicular lymphoma 

 Start with one indication and then expand to others (e.g. Rituximab 
– NHL, CLL, RA) 

 Likely more open to new channels of distribution 



Part D plans are required by law to 
allow “Any-Willing-Provider? 

Yes 

 

No 

 

A 

B 



Where to start? 

 Consider if your health system is large enough – how many 
prescriptions do you produce? 

 What structure is best for you?   
• Do you need a partner for access to SP’s and/or payer contracts? 

• Do you need to belong to a network? 

 Focus on Medicare if you don’t have any commercial contracts 
for SP – Medicare Prescription Drug, Improvement & 
Modernization Act of 2003 allows for “Any-Willing-Provider” 
for PDP.  However, PDP can set up restrictive programs to 
steer patients in-network. 

 Focus on cancer, multiple sclerosis and inflammatory diseases 
– almost 60% of the market 

 Focus on opportunity – new group of Hepatitis C and prostate 
CA drugs are in the immediate pipeline 

 



Part D plans are required by law to 
allow “Any-Willing-Provider? 

Yes 

 

No 

 

A 

B 




