
This presentation reflects the views of its author alone and not 
necessarily the views of Torys LLP.  This presentation is a 
general discussion of certain legal and related developments 
and should not be relied upon as legal advice. If you require 
legal advice, we would be pleased to discuss the issues in this 
presentation with you, in the context of your particular 
circumstances.
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What is non-medical switching 
between biologic drugs?

§ A patient is being treated with an innovator biologic, is stable 
and responding to treatment

§ The patient is then switched to biosimilar, for example:
§ Because the common name for the biologic is written on a 

script and the pharmacist dispenses the biosimilar; or
§ Because a public or private payer has instituted a policy 

requiring a switch; or
§ Because the patient is paying for his/her own treatment, and 

has requested a switch to a cheaper alternative; or
§ Because the pharmacist has the authority to make a 

“therapeutic switch”.
§ In each case, there is no medical rationale for switching 

between the biologic drugs
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Overview

§ How will persons involved in a non-medical switch face 
legal liability if there is a non-medical switch 

§ What are the areas of uncertainty that require further 
consideration by persons involved in a non-medical 
switch

§ Why do physicians need to be involved in developing 
policies on how biosimilars are used and reimbursed in 
Canada
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Case Study #1 – Prescribing switch

§ A patient has been taking an innovator biologic for 
several years and the patient’s condition is stable

§ The provincial drug plan directs physicians to switch 
their patients from the innovator biologic to a biosimilar

§ The physician prescribes the biosimilar to the patient
§ The pharmacist dispenses the biosimilar.
§ The patient’s condition worsens (becomes unstable, is 

less or non-responsive to the biosimilar or the patient 
becomes non-compliant)
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What does legal liability mean?

§ In simple terms, this means that a person could be sued 
and, if there is a judgment against them, have to pay 
damages to another person who has been harmed and 
who brought a law suit 

§ To assess legal liability, a judge would consider what is 
the “harm” caused to the patient and who and what 
caused the “harm
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Legal Liability (Ontario)

§ In assessing “harm”, a judge would consider:
§ whether a patient’s condition worsened as a result of the 

non-medical switch
§ whether it is clear what caused the worsening of the 

patient’s condition
§ the role that various persons played in the non-medical 

switch
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Case Study #2 – Dose optimization

§ A patient has been taking an innovator biologic for several 
years and the patient’s condition is stable

§ The patient then shows reduced response to the innovator 
biologic

§ The physician prescribes a higher dose of the innovator 
biologic

§ The provincial drug plan considers this to demonstrate that 
the patient’s condition is not stable, and mandates a switch to 
a biosimilar (at either the prescribing or dispensing step)

§ The patient’s condition worsens (becomes unstable, is less 
or non-responsive to the biosimilar or the patient becomes 
non-compliant)
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Case Study #3 – Dispensing switch

§ A patient has been taking an innovator biologic for 
several years and the patient’s condition is stable

§ The provincial drug plan institutes a policy directing 
pharmacists to interchange the innovator biologic with a 
biosimilar when dispensing

§ The pharmacist dispenses the biosimilar to the patient
§ The patient’s condition worsens (becomes unstable, is 

less or non-responsive to the biosimilar or the patient 
becomes non-compliant)
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Legal Liability – Who can be named 
in a lawsuit?

§ The physician who prescribed the biosimilar
§ The pharmacist who dispensed the biosimilar
§ The hospital or pharmacy at which the physician or 

pharmacist works
§ The public payer or the private payer who implemented 

a policy resulting in the non-medical switch
§ The manufacturer of the innovative biologic, or the 

manufacturer of the biosimilar
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Health Canada approval

§ Health Canada’s role is to approve drugs for sale in Canada 
and Health Canada approves biosimilars before they are sold

§ Can Health Canada’s involvement insulate against liability?
§ Health Canada’s position is clear: approval for a biosimilar

does not mean that the biosimilar is pharmaceutically or 
therapeutically equivalent to the innovator biologic

§ Health Canada recommends that any switching between 
innovator biologics and biosimilars be performed only if 
supported by specialized clinical studies

§ Health Canada also notes that:
§ these specialized studies are not usually performed, and 
§ their relevance may decrease as both the innovator biologic 

and biosimilar undergo independent manufacturing changes

| 10



Health Canada approval

§ Health Canada does not support automatic substitution
of a biosimilar for its reference innovator biologic

§ Health Canada recommends that switching a patient 
from an innovator biologic to a biosimilar is a decision to 
be made “by the treating physician in consultation with 
the patient”, taking into account available clinical 
evidence and provincial policies

§ Switching a patient from innovator biologics to 
biosimilars for reasons related to drug costs does not 
meet Health Canada’s recommendation
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Conclusions

§ Payers in Canada (public and private) are investigating 
mandating use of biosimilar over innovator biologics, in 
response to budget pressures

§ These moves by payers form part of a greater trend to 
take greater control over prescribing and dispensing 
decisions

§ Health Canada recognizes that the choice of treatment 
should rest with the treating physician and the patient

§ Does the treating physician face legal liability for 
prescribing decisions, despite policies instituted by the 
payer?
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Conclusions

§ The case studies discussed here are to promote 
discussion around the implications of non-medical 
switching 

§ Canadian physicians will want to be aware of the 
downstream consequences of payers taking greater 
involvement in prescribing decisions

§ Innovator biologics and biosimilars are important 
therapies for patient care, physicians should have 
confidence that the right therapy is used for each 
individual patient
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Potential legal liability from non-
medical switching

§ Questions?
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