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Introduction

For biosimilars to be embraced  
and fully successful in the market, companies 
need to understand patients’ perceptions of 
these follow-on biologics.

Biosimilars are becoming a mainstay of healthcare systems because 
they offer high quality, less expensive alternatives to biological 
drugs. While biosimilar treatments are increasingly accepted by 
physicians, many patients are still unfamiliar with them. With some 
of the world’s best-known biologic drugs facing patent expiration 
soon—including top-selling brands like Humira® (adalimumab), 
Keytruda® (pembrolizumab), Eylea® (aflibercept) and Stelara® 
(ustekinumab)—the biosimilars market is expected to grow 
substantially. For these treatments to be embraced and fully 
successful in the market, biosimilar companies—especially those in 
launch readiness mode—need to understand patients’ perceptions 
of these follow-on biologics so they can better, and more 
proactively, address concerns and educate patients.

While biosimilar treatments 
are increasingly accepted by 
physicians, many patients are 
still unfamiliar with them.
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Growing Biosimilars Marketplace
The biosimilar industry has developed rapidly since the early 2000s. 
Approval processes for biosimilars are now in place in the United 
States, the European Union (EU), Japan, China and other markets.  
As of this writing, 36 biosimilars have been approved in the United 
States—including seven different adalimumab biosimilars to date 
—and 68 biosimilars have been approved in the European Union.1 
More companies are expected to file biologics license approvals for 
biosimilars in the coming years, increasing treatment options and 
reshaping reimbursement dynamics.

In addition, new initiatives have been launched to foster 
approvability, accessibility, acceptability and affordability  
of biosimilars worldwide. One such example is ACT4Biosimilars, led 
by Sandoz and supported by many stakeholders including patient 
advocates, which aims to increase biosimilar adoption by at least 
30% in over 30 countries by 2030. The drive for such significant 
market growth makes it imperative for biosimilar developers to 
understand and proactively address patient perspectives.

68
biosimilars have  
been approved in  
the European Union.1

36
biosimilars have  
been approved in  
the United States.
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Barriers to Acceptance of Biosimilars Among Patients

Patients who turn to biologics generally have serious, chronic conditions, which often have taken years to be 
properly diagnosed and managed. Unsurprisingly, such patients may be resistant to a non-medical switch, 
especially if a biologic treatment has been working and they feel supported by the patient services provided by the 
innovator company (e.g., website, CRM programs, copay assistance). In addition, patients in markets with direct-to-
consumer healthcare advertising, like the US and New Zealand, may resist biosimilars because they have heard 
about a biologic drug from robust marketing efforts, and they may question why they are prescribed a biosimilar 
and not the originator drug.

In addition to these concerns, there are other barriers to patients’ embrace of biosimilars. A few qualitative and 
quantitative studies have been done to better understand these barriers and potential enablers of biosimilar 
acceptance. Common themes include concerns about potential differences in efficacy and side effects between 
biologics and biosimilars, and misperceptions that lower cost equates to low quality.

Concerns About Disease Management
For example, a qualitative study in British Columbia, Canada, analyzed patient 
perspectives related to a provincial government mandate to switch from biologics 
to biosimilars for certain patient populations. Prior to switching, participants 
reported feeling anxious about a biosimilar’s potential impact, including concerns 
related to reduced efficacy or increased side effects. Some also pointed to the 
challenges they experienced when first starting a biologic and their fear that they 
would have similar challenges when starting a biosimilar. As one patient said: 
“When you start switching drugs, you do not know the side effects or what’s going 
to happen.”2

Similar perspectives surfaced in surveys among patients conducted in the  
United States and France. In a French study of 629 patients treated for rheumatic 
inflammatory diseases, most participants reported concerns about biosimilar 
efficacy and safety profiles.3 In a US survey conducted among 1696 patients 
taking a biologic for rheumatoid arthritis or other auto-immune conditions, the 
majority of patients (85%) said they were concerned that biosimilars wouldn’t 
treat their disease as well and 83% of patients were concerned that switching 
might cause more side effects.4

When you start 
switching drugs, 
you do not know 
the side effects  
or what’s going  
to happen.
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Patient-Specific Cost Considerations
Studies also show patients worry that the lower cost of biosimilars means they are lower quality. This is especially 
true in countries like the United States where patients may be insulated from some financial considerations. For 
example, patients with commercial insurance plans may benefit from copay assistance programs offered by 
innovator brands that can reduce patient-facing costs to a fraction of actual costs. In the US study mentioned above, 
71% of patients expressed concern that switching would cause them to lose the copay support or services they 
were receiving from the manufacturer of their current biologic.

In the French study, 99% of patients considered themselves sensitive to medication costs and nearly half (47%) 
approved of policies for reducing healthcare system costs, but just 21% of patients said they had no hesitation 
about biosimilars because of the potential cost savings. The authors of this study suggest the incongruity between 
the patients’ concerns about health system costs and their personal reluctance to use biosimilars may be partially 
explained by a “common preconception that less expensive is lower quality.”

Lack of Education About Biosimilars
Other studies and our experience suggest that another barrier to patient acceptance of biosimilars is a significant 
knowledge gap. In one US study,3 64% of participants reported they had not heard of biosimilars. Similarly, in a 
French study, 28% of participants had never heard of a biosimilar; 29% were aware that biosimilars existed but did 
not know what they were; 34% knew what “biosimilar” meant; but only 9% said they felt familiar with biosimilars.2 
Notably, in the Canadian study discussed previously, most participants reported a solid baseline knowledge about 
the differences and similarities between biologics and biosimilars, which most often came from their own research 
or their rheumatologist or pharmacist; this understanding is likely a result of the government’s increased 
stakeholder education efforts in advance of the switch mandate.

Study Participant Familiarity With Biosimilars2
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Increasing Patient Acceptance of Biosimilars

The need for biosimilar companies to understand and proactively address patients’ concerns becomes even more 
urgent when one considers the possible “nocebo effect.” The opposite of the placebo effect, the “nocebo effect” 
occurs when a patient’s negative expectations about a treatment become almost a self-fulfilling prophecy, causing 
the patient to perceive and experience more side effects or symptoms from a treatment than he or she otherwise 
might. Patients’ negative preconceptions about a treatment may affect their willingness to even try a biosimilar.

With so much at stake, we believe biosimilar companies need to consider the following to address patient concerns 
in order to be successful in this burgeoning therapeutic industry.

The Power of Trusted Messengers
First, we have heard far too often how a switch to a biosimilar is often abruptly communicated to a patient as a fait 
accompli with a stark impersonal letter from their health insurance company. Such an approach only heightens the 
uncertainty and anxiety patients may feel when they are faced with switching from a treatment that has been 
working to a different treatment.

Communication about a potential switch to a biosimilar product needs to come from patients’ own physicians— 
who they trust and with whom they have a personal relationship—instead of from an insurance company or a 
pharmacist at the counter. Physicians are expected to have a holistic view of their patients’ needs and concerns and 
are frequently cited by patients as a preferred source for education and guidance.

However, to discuss biosimilar treatment options effectively and confidently with patients, physicians or other 
trusted members of their team need education and support. Companies should be proactive about reinforcing the 
broader context related to the rigor behind biosimilars, as well as any dynamics that may be unique to specific ones. 

Companies need to specifically educate physicians and patients about:

• The process through which regulatory agencies evaluate the clinical trial needs for each biosimilar on a  
case-by-case basis and advise manufacturers on the scope and extent of testing needed

• How some biosimilars may be approved as interchangeable with the reference drug if they meet  
additional requirements, making it more likely that the biosimilar could be substituted without prior notice  
at the pharmacy

• The appearance of different product packaging and market materials than those of the reference drug

• Differences between biosimilars for the same reference product

When physicians or other trusted members of their team are knowledgeable about and comfortable with 
biosimilars, they can more confidently and effectively discuss them with patients.
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Supporting Physician/Patient Dialogue
To foster effective physician-patient conversations about biosimilar treatment options, companies should also 
provide providers with appropriate support materials that they can give to patients or websites where they can 
direct them for more information. Additionally, biosimilar companies should encourage providers to be proactive 
and to utilize principles of shared decision-making, such as discussing options together and giving patients space to 
voice their preferences and concerns when introducing or engaging in follow-up discussions about biosimilars.

Molly – A Patient Treated  
With Biosimilars Speaks Out
I’ve had rheumatoid arthritis for quite a while now. When I was first 
diagnosed 10 years ago, I was in terrible pain. I couldn’t straighten 
my arm. I couldn’t walk.

During that time, I tried quite a few treatments before I found one 
—an infused biologic—that worked for me. Thanks to that biologic 
I was able to continue working full time. I could exercise. I could be 
the wife and mother I want to be.

But, even with great insurance, my co-insurance payment was about $4,000 per infusion and I needed six of 
them every year, so $24,000 per year, just for that one medication. Biologics are great treatments and we need 
them. But, I don’t think we talk enough about the cost of biologics to the patient. As a patient, it’s important that 
you tell your physician your concerns about a medication, and that includes financial concerns. We need more 
treatment options at lower costs.

When my insurance company originally told me I was being switched from my biologic to a biosimilar drug, I 
was shocked and resisted. Over time when you’ve had a disease for so long, you worry about a medication not 
working. You don’t want someone to pull it out from under you. It’s jarring.

In retrospect, I wish I had asked more questions about biosimilars. I wish I had had a conversation with my 
doctor. I wish I had talked to some arthritis patient groups.

Biosimilars add more treatment options to the table that patients can afford. As patients, the more treatment 
options we have, the more opportunities we have for quality of life, the better.

I finally learned about biosimilars, how they’re developed, how safe and effective they are. The bottom line is: 
Biosimilars offer more safe and effective treatment options for patients like me.

Molly, Rheumatoid Arthritis Patient & Savvy Cooperative Community Director,  
Syneos Health Biosimilars Symposium
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Ongoing Patient Resources and Services
In addition to education, biosimilar companies need to provide ongoing services for patients once they have  
been prescribed a biosimilar drug; these resources should address possible administration, side effect or access 
questions and can help keep patients on the new therapy. Patients—particularly those whose diagnosis and 
treatment journey has been long and who are finally on a medication that is working—may be understandably 
anxious about a treatment switch. Ongoing services, like a nurse call center, can help assuage patients’ anxieties 
and the sense of abandonment that a drug switch, particularly one mandated by a health insurance company,  
may engender.

When designing patient-facing resources and materials, biosimilar companies should leverage principles of effective 
patient engagement and communications, including seeking and integrating patient perspectives throughout the 
process, ensuring plain language summaries and using health literacy and diversity, equity and inclusion best 
practices in all materials.

Briefing Patient Advocacy Groups
Patient advocacy groups are typically viewed as extremely trusted sources of information for many patients. In 
addition to providers, biosimilar companies should help patient advocacy groups prepare for the inevitability that 
they will be fielding questions from concerned community members about the safety and efficacy of biosimilar 
options. Briefing patient advocacy groups in accordance with local scientific exchange regulations is one way to  
help these groups help patients. Additionally, it is vital to seek advice from these groups. They typically know their 
constituents best. For example, seek counsel from patient advocacy groups about the types of educational 
materials their community would find most valuable and for feedback on plain language summaries for any  
patient-facing materials that are planned or in development.

8
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Conclusion

Biosimilars are expected to lower treatment costs 
and cut healthcare spending in the United States 
alone by $54 billion over the next decade, according 
to the RAND Corp, a prominent think tank and 
public policy research organization.4

For some patients, biosimilars will provide access  
to options previously out of reach and/or deliver 
treatment at a lower cost, increasingly important  
as many insurance companies shift even more 
healthcare costs to patients and their families.

To position themselves to most successfully 
capitalize on this growing market, biosimilar 
companies need to understand and integrate 
patient perspectives into their drug 
commercialization efforts.
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About The Syneos Health Patient Consortium
The Syneos Health Patient Voice Consortium is a cross-functional hub designed to share expertise, resources and relationships, facilitating early and 
strategic integration of patient perspectives across the product life cycle. The Consortium combines our therapeutic depth with our experience in 
patient advocacy, patient-reported outcomes and registries, storytelling, behavioral science, compliance and health policy.

About The Syneos Health Biosimilars Consortium
At Syneos Health, we take a holistic view of biosimilar drug development and commercialization, leveraging the expertise of our Biosimilar Consor-
tium. Established in 2011, the Consortium is a cross-functional team of biosimilars experts, including therapeutic physician specialists, biosimilar 
operational experts, regulatory consultants, biosimilar CMC experts, pre-clinical scientists and commercial consultants, who can partner with you to 
develop the optimal clinical development and commercial strategy to maximize the value of your asset.

About Syneos Health
Syneos Health® (Nasdaq:SYNH) is the only fully integrated biopharmaceutical solutions organization purpose-built to accelerate customer success. 
We lead with a product development mindset, strategically blending clinical development, medical affairs and commercial capabilities to address 
modern market realities.

Together we share insights, use the latest technologies and apply advanced business practices to speed our customers’ delivery of important 
therapies to patients. We support a diverse, equitable and inclusive culture.

To learn more about how we are Shortening the distance from lab to life®, visit syneoshealth.com or subscribe to our podcast. 
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