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effectiveness (particularly in extrapo-
lated indications), uncertainties about 
biosimilar interchangeability status, 
coverage restrictions in formularies 
that delay reimbursement, and skepti-
cism over the current pricing and 

potential to lead to substantial health 
care cost savings, estimated at $44.2 
billion, over 10 years.1-3 

However, since the first biosimilar 
approval by the FDA in 2015, adoption 
of biosimilars in the marketplace has 
been relatively slow and challenges 
remain to realize anticipated cost sav-
ings. Within the health care chain, 
various barriers impair biosimilar 
adoption. Providers who prescribe 
biosimilars cite concerns for safety and 

The Biologics Price Competition and 
Innovation Act (BPCIA) of 2009 accel-
erated the approval process by the 
US Food and Drug Administration 
(FDA) for biologic products shown to 
be biosimilar to, or interchangeable 
with, a reference biologic product. In 
doing so, the BPCIA aims to increase 
patient access to effective therapies 
and reduce prices. Indeed, accord-
ing to a study conducted by RAND 
Corporation, biosimilars have the 

Overcoming barriers to biosimilar adoption: 
real-world perspectives from a national payer 
and provider initiative
Babette S Edgar, PharmD, MBA, FAMCP; Adam S Cheifetz, MD; Simon M Helfgott, MD; Gideon P Smith, MD, MPH, PhD; 
Tina Bandekar, RPh; Adam Hoye-Simek, PharmD; YuQian Liu, PharmD, RPh; Rubina M Singh, PharmD, BCPS;  
Kristina I Fajardo, MS; Jeffrey Carter, PhD; and Laura Simone, PhD

Author affiliations

Babette S Edgar, PharmD, MBA, FAMCP, 
BluePeak Advisors, Dallas, TX; Adam S  
Cheifetz, MD, Beth Israel Deaconess 
Medical Center, Boston, MA; Simon M 
Helfgott, MD, Brigham and Women’s 
Hospital, Boston, MA; Gideon P Smith, 
MD, MPH, PhD, Massachusetts General 
Hospital, Boston, MA; Tina Bandekar,  
RPh, Boston Medical Center Health  
Plan, Boston, MA; Adam Hoye-Simek,  
PharmD, Devoted Health, Waltham, MA;  
YuQian Liu, PharmD, RPh, Magellan Rx  
Management, Phoenix, AZ; and Rubina M  
Singh, PharmD, BCPS, Academy of 
Managed Care Pharmacy, Alexandria, VA. 
Kristina I Fajardo, MS; Jeffrey Carter, PhD; 
and Laura Simone, PhD, PRIME Education, 
LLC, Fort Lauderdale, FL.

AUTHOR CORRESPONDENCE:  
Laura Simone, 954.718.6055;  
l.simone@primeinc.org 

J Manag Care Spec Pharm.  
2021;27(8):1129-35

Copyright © 2021, Academy of Managed  
Care Pharmacy. All rights reserved.

SUMMARY

In response to a published national payer 
survey indicating striking needs for multi-
stakeholder initiatives to increase biosimilar 
adoption, a focus workgroup meeting join-
ing payers and providers was conducted in 
December 2019 in Boston, MA. Before the 
focus group meeting, a survey was sent to 
health care providers to collect perceptions 
about barriers to biosimilar adoption and 
gather input on best potential strategies 
for addressing these barriers. The focus 
group panel consisted of 5 managed care 
pharmacists and 3 physician experts in 
rheumatology, dermatology, and gastroen-
terology, representing large managed care 
organizations and health care systems in the 
Boston area.

A clinical moderator facilitated discussions 
between the payers and providers regarding 

challenges to biosimilar adoption and poten-

tial collaborative strategies to overcome 

these barriers. The focus group participants 

identified hurdles to biosimilar adoption in 

3 major areas: (1) the lack of confidence in 

biosimilar interchangeability and a need for 

education about biosimilars, (2) the lack of 

financial incentives to switch to biosimilars 

from the reference biologic product, and (3) 

administrative burdens that impair the  

prescription of biologics. 

Learning from their mutual experiences, the 

focus group participants formulated action 

plans to address these barriers. The top 

strategies recommended by the participants 

included advancing biosimilar education, 

facilitating administrative processes related 

to biosimilar prescriptions, and increasing 

provider reimbursement while reducing cost 

sharing to patients receiving biosimilars. 
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expected cost savings of biosimilars.4 Therefore, stronger 
stakeholder support is needed to achieve full benefits from 
biosimilars.

To better assess these perceptions, in 2019, PRIME 
Education, LLC (PRIME) and the Academy of Managed Care 
Pharmacy (AMCP) conducted a national survey to identify 
top barriers to and potential strategies for biosimilar 
adoption as perceived by 300 managed care and specialty 
pharmacy professionals. The seminal results underscored 
the pressing need for collaborative multistakeholder initia-
tives involving managed care professionals and providers 
to overcome formidable barriers to biosimilar adoption.5 
Multistakeholder and payer-provider workshops can 
encourage collaboration, resolve persistent issues, and 
promote joint initiatives among payers and providers. 

Recognizing the need for strong collaborative action 
across pharmacy organizations and other stakeholder 
groups, PRIME conducted a follow-up national survey to 

glean insights from community-based providers in various 
specialties. The survey listed 8 of the 16 strategies that were 
included in the 2019 managed care pharmacist survey,5 

and measured providers’ ratings of the likelihood that each 
strategy can overcome barriers towards achieving BPCIA 
goals (Supplementary Table 1, available in online article). 
The strategies selected for inclusion in the health care 
provider survey were those that were perceived to be more 
directly relevant to providers’ roles in clinical care. 

Reliability analysis of the 8-item survey was assessed 
with Cronbach’s alpha coefficient, which was calculated 
at 0.845, confirming an acceptable level. The survey was 
sent electronically to expert faculty in PRIME’s database 
who specialize in allergy, dermatology, gastroenterology, 
oncology, and rheumatology. Forty-eight providers par-
ticipated in the survey, representing a response rate of 77% 
(N = 62). Specialties represented were allergy (n = 7), derma-
tology (n = 2), gastroenterology (n = 17), oncology (n = 15), and 

Educational programs for prescribers focusing on evidence from 
studies in which patients switched to biosimilars

Educational programs for prescribers focusing on real-world 
evidence from postmarketing studies, including European studies

Expediting prior authorizations for biosimilars to simplify the 
process and enable immediate access

Reduced cost sharing for patients using biosimilars

Streamlined administrative processes to promote seamless and 
rapid reimbursement to providers who prescribe biosimilars

Incentivizing providers by adjusting fee schedules for biosimilars

Incentivizing providers by using quotas/formulary tools for 
prescribing biosimilars to treatment-naive patients

Educational programs for prescribers that focus on streamlined 
billing, coding, and reimbursement processes for biosimilars

91%

86%

69%

80%

64%

68%

40%

57%

92%

88%

80%

79%

65%

62%

51%

44%

aPooled ratings for 4 (likely) and 5 (very likely) on a 5-point Likert scale.
BPCIA = Biologics Price Competition and Innovation Act.

FIGURE 1 Payer and Provider Perceptions of the Likelihood That Designated Strategies Can Overcome 
Barriers to Biosimilar Adoption Towards Achieving BPCIA Goalsa 

Managed care pharmacists (n = 300) Health care providers (n = 48)

https://www.jmcp.org/pb-assets/Supplmental%20Material/SupplementaryMaterials20593-1625744950.pdf
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Misaligned incentives among stakeholders in the 
health care industry—including providers, health systems, 
specialty pharmacies, physicians, and patients—created 
confusion about clinical and financial benefits of switch-
ing to biosimilars, delayed biosimilar adoption, and led to 
impaired conversations between physicians and patients. 
We hereby detail the focus group discussion and expand 
on stakeholders’ shared concerns, perceived barriers, and 
potential strategies.

Biosimilar Educational Initiatives
As shown in Figure 1, the tethered managed care pharmacist 
and provider survey results indicate needs for educational 
initiatives focused on evidence from switching studies (92% 
providers, 91% managed care pharmacists) and real-world 
evidence from postmarketing studies (88% providers, 86% 
managed care pharmacists) to overcome barriers of bio-
similar adoption. 

According to the FDA, a biosimilar is a biological product 
that is highly similar and has no clinically meaningful 
differences in terms of safety and effectiveness from its 
reference product. In addition, approvals of biosimilars for 
use in different indications are made by extrapolation from 
the reference product.6,7 To be considered interchangeable, 
the BPCIA requires in addition that a biosimilar “produces 
the same clinical results as the reference product in any 
given patient.”8,9 This includes the evaluation of the safety 
and efficacy of switching back and forth between an inter-
changeable product and a reference product that will be 
administered more than once.8 

For biosimilars, postmarketing surveillance studies are 
pivotal in establishing the safety, efficacy, and immunoge-
nicity profile compared with the reference product.6,8,10 To 
this end, large clinical studies of switching from origina-
tor products to biosimilars have been conducted. The 
Norwegian randomized controlled NOR-SWITCH trial of 
patients with immune-mediated inflammatory diseases 
has shown the noninferiority (primary endpoint; disease 
worsening) of switching from originator infliximab to its 
biosimilar compared with continued treatment with the 
originator.1,11 Long-term NOR-SWITCH extension studies 
confirmed noninferiority results of the main trial and 
comparable safety, efficacy, and immunogenicity over the 
78-week study period.10,12 

Similarly, the efficacy, safety, and immunogenicity of 
an etanercept biosimilar was confirmed in comparison 
with its reference product in the randomized controlled 
EGALITY study of patients with moderate to severe plaque 
psoriasis who underwent a sequence of 3 treatment 
switches between the etanercept biosimilar and reference 

rheumatology (n = 7). Provider disciplines included physi-
cians (n = 39), nurse practitioners (n = 1), physician assistants 
(n = 3), and pharmacists (n = 5). 

Survey responses from the providers were compared 
with responses from managed care pharmacists who had 
been gathered previously.1 Figure 1 shows the percentages 
of respondents from both groups who rated each strategy 
as being “likely” or “very likely” to overcome barriers to 
biosimilar adoption. The 2 strategies that received the 
highest likelihood rating among providers were educational 
programs for prescribers that (1) focus on evidence from 
studies in which patients are switched to biosimilars (92%) 
and (2) focus on real-world evidence from postmarketing 
studies (88%). Strategies that ranked third and fourth in 
the provider survey were expediting prior authorizations 
for biosimilars (80%) and reducing cost sharing for patients 
using biosimilars (79%). 

In the managed care pharmacist and provider surveys, 
educational programs were rated as strategies with the 
highest likelihood of success. “Reduced cost sharing” as a 
strategy had similar percentage ratings among managed 
care pharmacists (80%) and providers (79%). In contrast, a 
higher percentage of providers (80%) than managed care 
pharmacists (69%) favored “expediting prior authorizations 
to simplify the process and enable immediate access” as a 
strategy to facilitate biosimilar adoption.

Aligned with the goal to promote calls to action among 
multistakeholder groups, PRIME conducted a payer- 
provider focus group meeting to discuss results of the 
national managed care pharmacist and provider surveys 
and stimulate future strategies. The panel consisted of 
5  managed care pharmacists and 3 expert physicians in 
rheumatology, dermatology, and gastroenterology, repre-
senting large managed care organizations and health care 
systems in the Boston area, as well as a clinical moderator 
to facilitate the discussions. The focus group meeting 
agenda concentrated on assessing the underlying causes 
of persistent barriers to adoption of biosimilar therapies 
for eligible patients with immune-mediated inflammatory 
diseases and developing collaborative and actionable strat-
egies to overcome these barriers. 

The focus group participants largely agreed that trans-
parent discussions between providers, payer groups, and 
pharmaceutical manufactures were needed. Targeted 
education for providers about safety, efficacy, and bio-
similar interchangeability data was identified as a major 
component to increase confidence in prescribing these 
agents. Providers also reported the need to understand the 
incentives attached to prescribing biosimilars and expected 
deeper discounts for biosimilars in comparison with the 
reference product. 
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are those that invite challenging discussions and contrar-
ian opinions and enable physicians to formulate their own 
conclusions based on the evidence. 

Biosimilar Formulary Management
Consonant with the views of managed care pharmacists 
(Figure 1), one of the providers’ top strategies to overcome 
barriers of adoption was “expediting prior authorizations 
for biosimilars to simplify the process and enable imme-
diate access” (80% providers survey, 69% managed care 
pharmacists). Similarly, the panel agreed that removing 
administrative burden from prior authorization require-
ments was necessary to increase biosimilar adoption. 
Indeed, a recent study of Medicare formulary placement of 
infliximab and its biosimilars found that when prescription 
drug plans covered a biosimilar and its reference product, 
they were placed in the same cost-sharing tier and required 
prior authorization at the same frequency, providing little 
incentive for biosimilar adoption.15

According to views expressed by the focus group provid-
ers, prior authorization requirements pose a significant 
barrier to adoption of biosimilars with administrative 
delays and increased use of health care resources acting 
as considerable deterrents. Furthermore, providers in the 
focus group expressed the need for more clarity in the 
approval criteria, sharing that, in addition to providing phy-
sicians with the reasons for denial in the response letter, 
payers should provide information on what documentation 
was missing from the prior authorization request that 
would have resulted in an approval.

To increase biosimilar adoption among providers, 
improving communication with payers was viewed as key. 
The focus group providers proposed increased transpar-
ency related to formulary placement and biosimilar pricing, 
as well as point of care information about cost savings. For 
example, real-time benefit checks can give providers and 
patients point of care information about patient-specific 
coverage and costs, while also alerting providers about 
utilization management tools such as prior authorization 
and identifying alternative therapies. These strategies 
could drive providers’ willingness to prescribe biosimilars 
and support conversations with patients about biosimilar 
switches. Furthermore, improved provider understanding 
about the cost benefits of switching to a biosimilar would 
increase trust among providers, payers, and patients.16 

Other favored strategies in both surveys were “incentiv-
izing providers by adjusting fee schedules for biosimilars” 
(62% of providers, 68% of managed care pharmacists) 
and “reducing cost sharing for patients using biosimilars” 
(79% of providers, 80% of managed care pharmacists), 

product.10,13 Postmarketing surveillance studies and long-
term real-world safety data should reassure physicians as 
to the use of biosimilars in practice, yet in surveys, physi-
cians’ prescribing confidence remained low.1,7

At the focus group meeting, there was consensus regard-
ing the substantial need for provider education about 
biosimilar use in clinical practice. Providers held positive 
attitudes and were confident about initiating biosimilars 
in treatment-naive patients but were conflicted about 
switching to biosimilars in those maintained on a reference 
biologic therapy. They felt there were gaps in knowledge 
about biosimilars, such as product definition, safety and 
efficacy, role in therapy, and clinical benefit, compared with 
the reference product. In addition to safety and efficacy 
data, focus group providers mentioned the need for educa-
tion on interchangeability and bioequivalence data between 
biosimilars and reference products. 

Managed care clinical pharmacists who interface daily 
with providers and work with payers to process medica-
tion coverage requests are ideally positioned to deliver 
biosimilar educational activities. Hospital and clinical 
pharmacists are also experienced in the prior authoriza-
tion process and possess knowledge about coverage 
criteria of specialty drugs.

In fact, the focus group providers favored education that 
was (1) delivered by clinical pharmacists who work at the 
same institutions, (2) available through a series of grand 
round or small group presentations, and (3) tailored to 
different specialty departments with accompanying clinical 
data for each disease condition. Supplemental educational 
channels trusted by focus group providers included peer-to-
peer conversations that occur during national conferences 
as well as expert meetings.

In addition, the focus group highlighted the importance 
of identifying community physicians and targeting pre-
scribers of reference biologics as being essential to the 
design of educational activities suited to their practice 
needs. Notably, a recent analysis of a commercial medical 
claims database found greater uptake of the filgrastim 
biosimilar among office-based providers compared with 
hospital-based providers, suggesting that, in addition to 
provider awareness, incentives are key factors influencing 
biosimilar adoption.14 

Providers noted the importance of multistakeholder edu-
cational forums that convene payers, drug manufacturers, 
and health care providers to offer the multiple perspectives 
from those involved in clinical decision making regarding 
biosimilars. Practicing physicians best understand their 
patients’ medical history and clinical picture and, together 
with their patients, should be the ultimate decision makers 
as to treatment. Educational activities valuable to providers 
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under the pharmacy benefit, or they may have less “red 
tape” and require less paperwork for prior authorization 
compared with infusion products under the medical benefit 
or Part B, which could result in faster approvals of subcu-
taneous products vs infusions when prescribed for similar 
indications.

Focus group physicians shared that modifications in 
preferred formulary agents, such as replacing a reference 
product with its biosimilar, may create confusion for 
prescribing providers. To avoid potential confusion, it is 
important to educate providers about formulary changes 
and to clarify PBM incentives for making those changes, as 
well as the resulting benefits for providers and patients.16

Payer Real-World Experience in 
Biosimilar Adoption
Payers in the focus group panel indicated that most payer 
organizations tended to adopt a “wait and see” approach—
observing results of other payer strategies in forcing a 
biosimilar switch before deciding on their own strategy. 
According to the payers’ experiences, a successful strat-
egy to increase adoption of a new biosimilar entails careful 
market preparation that includes engagement of provider 
networks, negotiations with health systems, and targeted 
educational initiatives to ensure smooth transitions from a 
reference biologic to a biosimilar. 

One payer participant shared that their company had 
achieved adoption of biosimilars through a multipronged 

as has been suggested previously.17 In fact, focus group 
providers believed that switching to biosimilars should be 
associated with tangible benefits to their practices and 
patients. Returns from these costs savings to health plans 
will increase provider reimbursement and can be ultimately 
reinvested by practices to hire pharmacy, nursing, or social 
worker staff. Another strategy that providers suggested 
was a pay-for-performance reward model that increases 
reimbursement.18 

Approximately two-thirds of managed care pharmacists 
and providers rated streamlining administrative processes 
for reimbursement of biosimilar prescriptions as “likely” 
or “very likely” to overcome adoption barriers (Figure 1). 
In this context, focus group physicians expressed concern 
about long approval times for certain biosimilar infusions 
products. It is important to note that some biosimilars and 
reference products, particularly infusions, are managed 
under the medical benefit or Medicare Part B, whereas 
others that are self-administered, such as subcutaneous 
injections, are typically managed under the pharmacy 
benefit or Medicare Part D. Medicare Prescriptions Drug 
Plans (PDPs) and pharmacy benefit managers (PBMs) have 
little formulary decision control over infusions covered 
under the medical benefit or Part B. Confusion about medi-
cal or pharmacy coverage and subsequent erroneous claim 
submissions may contribute to delays in reimbursement. 

In addition, the focus group participants noted that, based 
on professional observation and experience, biosimilars 
administered subcutaneously may be formulary-preferred 

Strategy Proposed tactics

Educational 
programs about 
biosimilars

• Organize multistakeholder educational programs involving payers, providers, and patients
o Provide education focused on biosimilar safety and efficacy, interchangeability, switching studies, and real-world 

evidence from postmarketing studies
o Involve pharmacists in leading education on biosimilars
o Leverage educational formats that facilitate peer-to-peer and team-based discussions of evidence and applications, such 

as grand rounds, small group sessions, and programs in specialty departments
o Tailor education to providers in the community

Administrative 
processes for 
biosimilars

• Streamline prior authorization requirements to enable patient access to biosimilars and promote rapid reimbursement to 
providers who prescribe biosimilars

• Increase communication with providers about biosimilar coverage criteria and cost savings from switching to biosimilars

Financial 
incentives

• Reduce cost sharing to patients receiving biosimilars; decrease out-of-pocket costs to justify the switch

• Relate cost savings realized from switching to tangible benefits to prescribing providers
o Benefits to physician practices may include hiring experienced staff or pharmacists or other investments

• Increase provider reimbursement for biosimilars through fee schedule adjustments

BPCIA = Biologics Price Competition and Innovation Act.

TABLE 1 Proposed Tactics to Overcome Barriers to Biosimilar Adoption Towards Achieving BPCIA Goals
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