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GOALS

The goals of this project are two-fold: The primary goal is to provide clinicians who treat rheumatoid
arthritis (RA) and inflammatory bowel disease (IBD) patients with a better understanding of the
manufacturing process for biosimilars and secondarily, present the major patient questions and
concerns when it comes to switching from an originator therapy to a biosimilar so that both the
clinicians and patients are better prepared for those discussions. Informed through feedback from

a patient survey, the multi-stakeholder discussion generated ideas for patient-friendly terminology
and educational resources to which patients can be referred.

BACKGROUND

Rheumatoid arthritis (RA) and inflammatory bowel disease (IBD); are chronic, systemic, autoimmune
disorders. Appropriate therapy for these diseases includes treatment with disease-modifying
antirheumatic drugs (DMARDs). All of the FDA-approved biologic therapies target specific
pathways involved in the pathophysiology of RA and IBD, and interfere with the inflammatory
activity associated with these diseases.”"® A number of biosimilar DMARDs are currently
approved by Food and Drug Administration (FDA), or are being tested for managing RA and IBD.'-¢
These emerging drug options may be less costly, as new technologies have allowed for the
reproduction of some of the original targeted agents.

9 different studies, the “implications of pharmacist-led substitution of biologics with biosimilars”
was cited as a concern by the majority of the physicians.
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The availability of these potentially lower cost biosimilars may help to increase accessibility to
effective biopharmaceutical therapy while maintaining efficacy and safety similar to the originator
drugs.’'® However, biosimilars are not identical to the originator (reference) drugs, and clinicians
may be concerned not only for safety and efficacy issues, but also for the immunogenicity of
these drugs.'>''8 Thus, there are several barriers to greater use of these biosimilar drugs by
practitioners.’

Clinicians and patients must also understand the differences between switching, substitution,
and interchangeability.

This learning activity, co-designed by RA and IBD patients and clinicians, was developed to
address these knowledge gaps and concerns of patients and clinicians, and provide practical
tools for better informing and navigating treatment discussions. The faculty agreed that
rheumatologists, gastroenterologists, PCPs, pharmacists, and patients all had a role to play in
understanding the benefit/risk assessment of all therapeutic options and reaching a consensus
for treatment. The value of patient participation in evaluating the benefit/risk equation has been
noted by the FDA in a recent statement: “Patient experiences and insight can help us understand
the benefits most important to patients and what risks patients may or may not be willing to
tolerate.”?¢ Patient participation in medical education has also been found to be beneficial in
other clinical areas, and notably ACR’s “Patient Perspective” poster program elevates the lived
experience of patients as valuable teaching tools.?” 28

patients who have already been on biologics may have more concerns about or be less willing to

switch to a biosimilar. This was due to their prior experience having worked hard to achieve optimal

disease management through therapeutic trial and error, and not wanting to “upset the applecart”
by switching to a biosimilar. Another fear was being forced to switch without having any input or
control in the matter. In fact, many of the free text answers below speak to these phenomena:

e “The biggest concern with biosimilars for me is insurance forcing the switch.”

e “Just because it is similar does not mean that it will give you remission like the biologic. Then
you most likely can’t go back to the biologic since you were off of the biologic and antibodies
to it were built up.”

e “Remission has been hard to achieve even with biologics so I'm not certain how a biosimilar
would make a difference.”

¢ “Insurance making the switch while the biologic medication has you in remission.”

e “Terrified to take new medication”

Consistent with other patient surveys that we’ve conducted, the second most-trusted source

(Figure 2) for information behind the patient’s treating specialist is ‘other patients with my
disease.’ Providing informational materials directly to patients and referring patients to reliable

PROJECT DESIGN

The inclusion of patients in the content development phase helped provide both the clinical
faculty and the patients with insight that would not otherwise have been uncovered. To be most
impactful, patient engagement in medical education must be carefully planned and integrated
into the programming. Too often patient engagement is misconceived as taking a moment in the
agenda for a patient to share a “sad story”, but that model fails to capitalize on the immense
lived experience of patients to reinforce learning objectives and make content tangible. In this
project, the lived experience of patients was a foundational building block, with the survey results
informing the discussion points and driving the clinical content.

The content was designed as a one-hour, enduring panel discussion distributed online that
carried both ACCME and ACPE accreditation. The panel discussion was comprised of a
rheumatologist, a gastroenterologist, an IBD patient and an RA patient. The learning objectives
and discussion points were informed by key data points from the survey, fielded amongst 246
IBD (N=101) and RA (N=145) patients.

OUTCOMES/CONCLUSIONS

This CME initiative was unique in the fact that we conducted a survey amongst 250+ RA and

Figure 2

IBD patients to assess baseline knowledge around biosimilars, interactions with their providers,
concerns around switching to a biosimilar, most trusted sources of medical information, and the
factors that would make them more or less likely to feel comfortable with a switch. The survey
results were presented to our patient and clinical faculty to help serve as the foundation for the
panel discussion but also to prepare both the clinicians and patients for some of the challenging
discussions they’re likely to encounter.

Clinician Outcomes: Satisfaction levels: mean of 4.32 out of 5 ratings across 5 aspects of
activity quality and achievement of learning objectives. Of learners, 55% felt more prepared

to answer patient questions about biosimilars, and 50% felt better able to explain to their
colleagues when and how biosimilars can be safely used. 27% would be more likely (after
accessing this content) to consider switching from a biologic to a biosimilar as appropriate in
patients with RA or IBD. Top barriers to practice change were insurance, reimbursement or legal
issues (41%), lack of knowledge regarding evidence-based strategies (36%) and patient comfort
with switching and likelihood to be compliant with the switch (35%).

Overall there were 480 total learners (started content), with 458 evaluation completers. Test
scores increased by 139% (Figure 1) across 6 questions from pre (39% correct, SD 24.7) to
post (93% correct, SD 0.9) with a large effect size (Cohen’s d = 1.93). Most notable knowledge
increase: (Figure 1) 7-fold increase in correct answers from pre (12%) to post (84%) regarding
the fact that, according to a systematic review of physician perception on biosimilar uptake in
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FACTORXx conducted a national-scope medical claims analysis called, The Potential Patient
Impact Factor Analysis, to objectively determine the minimum number of RA and IBD patients
managed/treated annually by the learners of this initiative. Of the 466 learners, we identified 91
who were actively managing/treating RA/IBD patients in the last year. These 91 learners alone
managed a minimum of 53,318 patient treatments annually for their RA and IBD patients.

Patient Survey Highlights: Although the data from our patient survey did not reveal any specific
statistically significant trends, there is quite a bit of anecdotal and experiential evidence that

patient advocacy organizations can be a valuable support mechanism for supporting education
and participation in treatment decision-making. «3\0\0 N&

Observations/Conclusions: Including the patient’s voice in the creation and delivery of CME
content is helpful but collecting input from multiple patients can bring more insight into an ?;\0\
initiative. The optimal approach, undertaken here, is a combination of both; involving patient

faculty to help design the survey and participate in data analysis, and gathering quantitative data
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from a wide swath of diverse patients to get a broader perspective of experience.
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