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Good afternoon. I am Kim Caldwell, a registered pharmacist with more than four decades’ 

experience throughout the practice of pharmacy. Included in that time were more than 12 

years as a member of the Texas State Board of Pharmacy and a year with CMS as a leader 

engaged in the creation of the program rules for Medicare Part D. 

 

I appreciate this opportunity to be here today on behalf of the Pharmaceutical Care 

Management Association (PCMA). 

 

PCMA is the national association representing America’s pharmacy benefit managers, 

which administer prescription drug plans and operate specialty pharmacies for more than 

270 million Americans with health coverage through Fortune 500 companies, health 

insurers, labor unions, the Medicare and Medicaid programs, the Federal Employees 

Health Benefits Program, and the health insurance marketplaces. 

 

PCMA commends the FDA and the FTC for their collaboration to enhance competition in 

the biological products marketplace. We also commend and strongly support the many 

important steps the FDA has taken to facilitate greater availability of biosimilar and 

interchangeable products, including its final guidance on interchangeable biosimilars, the 

2018 Biosimilars Action Plan, and its comprehensive campaign to educate clinicians about 

the benefits and savings possible through these innovative therapies. 

 

We are encouraged by the FDA’s more recent efforts to reduce barriers to achieving 

interchangeability, including final guidance limiting the cases in which switching studies 

were required. The Agency also has designed an approval pathway allowing manufacturers 

to use comparator products not approved in the U.S. for biosimilar development. These are 

encouraging steps. We urge the Agency to sustain this forward progress by not adopting 

unnecessary barriers as it finalizes industry guidance relating to licensure and labeling. 
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Another encouraging development is the FTC’s commitment to address manufacturer 

tactics used to block biosimilars entry with anticompetitive patent settlement agreements. 

Increasing competition through the approval of biosimilar and interchangeable products is 

key to lowering prescription drug costs for consumers, employers, and public programs. 

We appreciate the collaboration between the FDA and the FTC, which has argued that 

tactics aimed at ‘gaming’ FDA rules may be anticompetitive and unlawful. And we urge 

consideration of further action when manufacturers employ tactics like anticompetitive 

patent settlements and patent thickets that delay widespread use of lower cost biosimilars. 

  

An important and necessary next step to further facilitate a competitive biosimilar 

marketplace is for FDA to promote the therapeutic substitution of lower cost 

interchangeable biosimilars for their reference products.  Additionally, we recommend the 

FDA provide clear direction to states in favor of product substitution without burden or 

barriers such as notification provisions. 

 

Patients and clinicians need express clarity that these therapeutic substitutions are really 

and truly interchangeable. For many patients and clinicians alike, these therapies are new 

and there may be a degree of uncertainty around switching and substitution. As the FDA’s 

voice is the gold standard for safety and efficacy, then, when the FDA has approved a 

product for interchangeability, it should be labeled and marketed as such without conflict 

or confusion. Anything short of that clarity would reinforce caution from patients and 

clinicians and thus impede the ability to achieve a truly competitive biosimilar market. 

 

Thank you, again, for the opportunity to provide input. I welcome your questions. 


