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Investor Statement on Board Oversight of Biosimilar Issues 

 

The pharmaceutical industry represents important investments for our portfolios and important producers 

of life-altering medicines. We greatly value pharmaceutical companies’ commitment to innovation and 

patient safety.  As long-term investors in pharmaceutical firms, we have a strong interest in the financial 

sustainability of these companies and the healthcare systems within which they operate.   

 

Pharmaceutical industry innovation has produced treatments for diverse conditions in the form of 

biologics—medical products whose active substance is made by or derived from a living organism. We 

recognize the important role biologics play in treating cancer, rheumatoid arthritis, anemia, multiple 

sclerosis and many other conditions.  But we believe costs for biologics are on an unsustainable 

trajectory, with some biologics costing as much 22 times more than ordinary drugs. 
1
 U.S. national 

spending on these medications has increased 15-20% each year and is not expected to slow down any 

time soon.
2
 These costs could, we believe, impede access for patients and acceptance by providers and 

insurance companies.   

Providers do consider cost when making prescribing decisions. For example, in 2012, three oncologists at 

Memorial Sloan-Kettering Cancer Center published an op ed in The New York Times explaining that they 

were refusing to prescribe a new biologic for metastatic colon cancer, which cost more than twice as 

much as another agent for the same condition. They stated, “When choosing treatments for a patient, we 

have to consider the financial strains they may cause alongside the benefits they might deliver.” 
3
 

Recently, the American Society of Clinical Oncology, the American College of Cardiology, and the 

American Heart Association announced that they would consider costs in treatment decisions, reflecting a 

broader concern for the financial viability of the U.S. healthcare system.
4
 

Biosimilars--lower cost follow-on products that are comparable to biologics--hold the promise of 

lowering costs for treating conditions for which biologics are indicated or prescribed off-label. The recent 

adoption of a pathway to approval of biosimilars in the U.S. market (pending final FDA rules), and the 

continued growth of biosimilars in the European Union, Japan, Canada, Australia and South Korea, pose 

a challenge for companies that market biologics. Financial experts project that biosimilars have the 

potential for significant market penetration and attractive returns.
5
  

The development of the biosimilar market has implications for access to critical medicines that extend 

beyond the U.S. borders to include underserved populations.
6
  For example, hepatitis C virus infection 

affects up to 180 million people, killing 350,000 with the greatest incidence in developing countries.  It 
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has been reported that some drug companies are marketing hepatitis C biologics at the same market price 

for both developed and developing markets.   These high costs have spurred a search for alternative 

therapies, including biosimilars.
7
 

In addition to cost pressures for alternatives to biologics, market opportunities for biosimilar 

manufacturers will open up when biologic products accounting for $70 billion of sales go off patent by 

2017.
8
 However, companies’ ability to bring biosimilars to market in the U.S. may be stymied by several 

factors that are of concern to institutional investors.   

First, the information that is being disseminated in the state and federal policy debates related to the 

dispensing, naming and oversight of the biosimilar market is imbalanced. Noticeably absent is the safety 

record of the 14 biosimilars that have been marketed in the European Union (EU) since 2006.
9
 Data from 

companies that currently market biosimilars in Europe show no immunogenicity issues;
10

 an assertion 

affirmed by member states of the EU and the European Medicines Agency.
11

  Companies that market 

biosimilar products, with hundreds of millions of patient days combined have published safety profiles 

that are comparable or better than the reference drug.  These safety records are also recognized by 

industry analysts and researchers.
12

  

Companies seeking to downplay the patient safety record of European biosimilars have also challenged 

the capacity of the FDA to promulgate rules and determine when biosimilars may be substituted for 

biologics even though federal law stipulates that such drugs may not be dispensed unless they meet 

scientifically rigorous standards for approval.  These companies advocate that it is not enough for the 

FDA to determine if a biosmilar drug is safe for substitution, biosimilars should be assigned a different 

nonproprietary name.   

 In our view, assigning different names communicates to providers that the biosimilar is less effective, 

causing providers not to prescribe it and ultimately making it difficult for pharmacists to dispense.  As 

well, different names could lead to prescribing errors.
13

  Biosimilar company data based on experience in 
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the EU showing that biosimilars can be safely tracked when on the market using nonproprietary names 

should be considered.
14

 

Second, investors’ dollars are being used to fund controversial state legislation related to biosimilars. The 

state legislative efforts have been expansive, with bills imposing requirements on pharmacists dispensing 

biosimilars introduced in 18 states.   Policy makers have objected to the bills as likely to impede patient 

access to biosimilars by imposing overly burdensome record keeping and communications requirements. 

These bills failed in 11 states.  

Specific political contributions to legislators acting on behalf of pharmaceutical companies have been 

widely reported by state and national press.
15

   These articles show direct contributions to legislators who 

sit on key committees that are influential in the passage of legislation related to pharmacy dispensing 

issues.  Companies seeking to pass this legislation also wield influence through the lobbying arm of their 

trade associations.  

Investors are faced with a lack of transparency of these expenditures and therefore a diminished ability to 

evaluate whether boards of directors are effectively exercising oversight over these activities to protect 

against reputational risk.  Many companies do not fully disclose lobbying expenses associated with trade 

association membership and there are no uniform reporting requirements or format for state level 

contributions.  This issue has been among the top priorities for investors when engaging with 

pharmaceutical companies.
16

 

Investors  concerned that controversial political activities may harm companies’ reputations point to the 

characterization in news articles of companies supporting this state legislation as naysayers against  

biosimilars in order to protect market shares of existing biologic revenue streams or to narrow the number 

of fellow competitors entering the biosimilar field. In our view, by engaging in activities that signal broad 

patient safety concerns about biosimilars and the capabilities of the FDA to protect against these risks, 

companies create market uncertainty, dampen competition, and misconstrue the biosimilar safety record 

in European and other markets.  

Finally, investors seek to understand the business partnerships and deals that may arise with the 

introduction of biosimilars in the U.S. in order to determine if there are potential legal or other risks.   It is 

expected that the U.S. markets will spawn several partnerships and deals similar to the “pay for delay” 

deals we have seen with branded and generic drugs.
17

  These deals have come under scrutiny as a result of 

a recent Supreme Court decision that allows the Federal Trade Commission (FTC) to challenge these 
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agreements on anti-trust grounds.  The FTC announced this month that it is seeking $1 billion in a patent 

settlement involving a pay for delay arrangement.
18

 

The patent-challenge process established for small molecule drugs under the Hatch-Waxman Act and the 

requirement that pay for delay arrangements be disclosed to the FTC do not apply to biologics and 

biosimilars.  Investors fear that without full disclosure of the value, terms and duration of these 

arrangements, investors and analysts will not be able to evaluate the risks associated with the transactions.  

In sum, we urge boards of directors to use the following principles to guide decision-making related to 

biosimilars: 

 Policy and educational information provided on biosimilars should be balanced, accurate and 

informed by the patient safety experience of biosimilars in the European Union and other biosimilar 

markets. 

 Lobbying expenditures for federal and state activities related to biosimilars should be fully disclosed 

and boards should ensure that political activities are aligned with investor and other stakeholder 

interests. 

 Key information about any partnership or business deal related to biosimilars should be fully 

disclosed to investors, including information about the value, terms and duration of the deal.  

 

Sincerely, 

 

Investor Signatories: 

AFL-CIO Office of Investment  Massachusetts Laborers Benefit Funds 

AFT Retirement Plan & Trust  Mercy Investment Services, Inc 

Bon Secours Health Systems, Inc Middletown Works Hourly & Salaried Union Retirees Health Care Fund  

Boston Common Asset Management, LLC New York Common Retirement Fund 

Calvert Investments Northwest Coalition for Responsible Investment  

CHE Trinity Health The Nathan Cummings Foundation  

Dominican Sisters of Hope Trillium Asset Management, LLC 

Illinois State Board of Investment UAW Retirement Medical Benefits Trust 

Marco Consulting Group  Ursuline Sisters of Tildonk, U.S. Province  
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