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Critics of Non-Medical Switching and Forced Substitution 
Policies of Biologicals/Biosimilars are often, and 

inaccurately described as being “against” Biosimilars …



Patients are NOT Anti-Biosimilar. Patients are PRO-Biosimilar.

Patients have LONG been supportive of biosimilars.

Patients share the SAME GOALS as government payers 
who are implementing non-medical and forced 
switching :

• INCREASED ACCESS to BIOLOGIC THERAPIES

• LOWER COSTS (that free funding to spend on 
other health benefits)

• MORE TREATMENT CHOICES

After all, it is WE the PATIENTS who BENEFIT from 
achieving these goals!



• LIMITING patients’ role in their treatment 
decision-making

• RESTRICTING CHOICE of patient/physician

• IGNORING variability in individual patient 
response 

• DISMISSING concerns of patient and physician 
organizations regarding forced switching

• INSUFFICIENT DATA tracking Real-World 
Evidence (RWE) about patient response that 
would address concerns about switching 

Our Disagreement is with the METHOD by which Governments are 
pursuing these shared goals



• Patients on biological therapies are generally on chronic 
diseases, etc.; thus changes in treatment can have an 
impact.

• Many patients take years to find a medicine that works for 
them to help control  disease.

• If a biologic that is working for a patient – decisions related 
to switching therapies should be carefully considered.

• Changes in therapy could lead to an immune response 
and/or a loss of  response to the new and old therapy, 
exposing patients to a scenario with no, or fewer, or more 
serious treatment options.
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Patients Support Biosimilars ... BUT have Concerns with 
Unnecessary Switching



Example: Oncology Patient Leaders’ Attitudes about Biosimilar 
Switching 
• Cancer patients have only ONE chance to get right drug; cannot tell 

right away whether treatment is working or if there are side effects (may 
appear years later). 

• Patients would prefer treatment with more safety and efficacy data 
rather than less.

• Biologics are highly specific to individual patients; cannot extrapolate 
from one tumour type to another or from one stage to another

• Most cancer patients receiving adjuvant therapy; if patient is stable, 
should not switch since don’t know individual impact 

• Oncology clinics lack long-term follow-up to assure pharmacovigilance 
needed for safe use of biosimilars 

• Support savings to system but prescribing should be based on “best for 
patient” not “best for system”



• A new field for biosimilars – new, cost-saving 
alternatives to current treatments for retinal 
diseases which can cause BLINDNESS.

• BUT: we must guarantee that the biosimilar 
substitution policies for vision care are 
patient-centred:

• There is NO coming back from a switch that 
was inappropriate for a particular patient –
patients and physicians must determine this 
based on a patient’s needs, not third parties.

• OPHTHALMIC BIOSIMILARS will be the 
subject of ASBM & GaBI’s Next WEBINAR in 
September.
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And Now ... Biosimilars are Coming to OPTHALMICS



May-June 2016 Consumer Advocare
Network Patient Survey

• n = 320, 200 completes

• Patient Conditions = diabetes, 
inflammatory, blood disorders, 
immune-related, cancers, 
multisystemic, lysosomal storage, 
cardiovascular 

Patients Have Been Raising These Concerns For Years ... 



What Do Patients Think Governments Should … and Shouldn’t Do
With Biosimilars?

Highly SUPPORTIVE of 
biosimilars!

VERY Highly OPPOSED to 
government-switching

NEAR-UNANIMOUSLY 
supportive of INFORMED 

PATIENT CHOICE

PATIENTS ARE:



Institute for Improving Health Outcomes Scorecard

Rates the biosimilar policy frameworks of 
European countries across seven success 
factors for biosimilar sustainability:

• Improving patient access and 
physician prescription choice of 
safe, high-quality biologic 
medicines

• A framework that considers the 
needs of all stakeholders

• Providing a means to manage 
existing healthcare budgets

• Safeguarding a healthy level of 
competition and supply

• Canada’s public drug plans would have scored at 
the bottom.

• By taking away physician prescription choice and 
mandating non-medical biosimilar switching, the 
government has set up a non-sustainable 
situation. 

• Patients have lashed back at the disregard for 
their biologics management challenges and 
anxieties about switching.



The Reality is: We Don’t Need to Sacrifice Patient/Physician Choice 
in Order to Achieve Biosimilar Savings

• The experience of EUROPEAN COUNTRIES has shown that countries can build strong, 
successful, and sustainable biosimilar markets that achieve a high number of 
approvals, high uptake rates, and high savings …

WITHOUT:

• Automatic substitution of biologics and biosimilars

• Switching current/stable patients 

• Limiting which approved products can be prescribed/will be reimbursed

CANADIAN PATIENTS deserve no less!



Conclusion
• Patients understand and share the goals of regulators who want to encourage use of biosimilars. 

We just disagree with their methods (i.e. going AROUND patients and physicians to accomplish 
this without their involvement). 

• These goals can be achieved WITHOUT sacrificing patient/physician control of treatment 
decisions.

• Biosimilar policies need to factor in the concerns of patients and our physicians – these policies 
need to WORK for the patient community. 

• Patients – via patient organizations – should be included as partners in every step of the 
biosimilar policymaking process.

• Patients themselves must remain partners in their own treatment-decision making process.

• Government should also work to address, not ignore, patient and physician concerns, e.g. track 
outcomes of biologic switching; collect and analyze real-world evidence.
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