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What is the Biosimilars Forum? 
 
• Established in 2016 as the voice and resource for biosimilars in Canada, the Biosimilars Forum 

currently encompasses Canada’s most diverse group of biosimilars manufacturers including Merck, 
Pfizer, Sandoz, and Teva.  
 

• This alliance represents the breadth of the biosimilars industry and is dedicated to increasing 
awareness, access and adoption of biosimilars across Canada. 
 

• Members also draw on a wealth of experience gained from developing innovative medicines and/or 
lower-cost generic medicines for Canadians, and work to educate policy makers, the public and 
other key stakeholders on the opportunities presented by biosimilars.  
 
 

What are its core beliefs?  
 
The Canadian Biosimilars Forum believes: 
 

• Biosimilars represent an enormous opportunity for patients, health care professionals and 
health systems. 

• Biosimilars have potential to provide additional treatment options for physicians and patients, 
expand access to new medicines and support the sustainability of the health care system. 

• A sustainable health care system in Canada requires a competitive and sustainable biosimilar 
market, one that generates long-term value and leads to investment in new innovative 
therapies. 

• Both reference biologic medicines and their biosimilars have essential roles to play in the 
Canadian health care system when the term of the patent on the reference biologic ends. 

 
 
What are its objectives? 
 
The Canadian Biosimilars Forum has three fundamental goals:  
 

• Providing evidence-based information to inform and support public policies that encourage 
access, awareness and adoption of biosimilars.  

• Raising awareness of biosimilars – and their distinctiveness – and serving as a credible resource 
for timely and unbiased information regarding biosimilars.  

• Providing an opportunity for companies developing biosimilars for the Canadian market to work 
with key stakeholders on topics instrumental to biosimilars and patient care.  
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Biosimilars in 2018 
 
Patients should feel confident taking biosimilars 

 
• All Canadians should feel confident about the safety, tolerability and effectiveness of biosimilar 

medicines authorized by Health Canada.  These therapies are subject to a world-class regulatory 
process built on a significant amount of evidence including structural and functional similarity, 
clinical data proving safety and efficacy, non-clinical data considering toxicology and other factors, 
and evidence of product quality. 
 

• As Health Canada states, “patients and health care providers can have the same confidence in the 
quality, safety and efficacy of a biosimilar as any other biologic drug.”1 
 

• Consensus exists among physician groups, 2,3,4,5,6,7 public8 and private9 payers that the proven safety, 
efficacy and cost-effectiveness of biosimilars means they should be considered first-line therapy for 
molecule naïve patients* when the term of the patent on the reference biologic ends.  
 

Switching and interchangeability 
 

• The Forum endorses Health Canada’s statements: 
o “Health Canada considers well-controlled switches from reference biologic drug to biosimilar 

in an approved indication to be acceptable.”10 
o “Health Canada recommends that a decision to switch a patient being treated with a 

reference biologic drug to a biosimilar should be made by the treating physician in 
consultation with the patient and taking into account available clinical evidence and any 
policies of the relevant jurisdiction.”11 

 

• Given Health Canada’s position that well-controlled switches are acceptable, the system savings that 
biosimilars represent and the importance of finding budget room to invest in new innovative 
medicines and/or health care services, the Forum encourages payers to implement well-controlled 
switch strategies that support the switch of patients from a reference biologic drug to one of its 
biosimilars. 
 

• The Forum does not support automatic substitution of biosimilars at the pharmacy level. 
 

• Switch strategies should be accompanied by engagement with multiple stakeholder groups, robust 
education programs, and a recognition of the essential role physicians have to play in any 
prescription change. 

 
Listing status and reimbursement  
 

• To capitalize on potential cost savings offered by biosimilars, the Forum believes there is an urgent 
need to implement appropriate, evidence-based policies that more directly and effectively expand 
access to biosimilars beyond what is currently available. 

                                                           
* Patients who have never been treated with a biologic drug, sometimes referred to as “bio-naïve”. 
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• Benefits providers and plan sponsors should design their plans with biosimilars in preferred 
reimbursement positions for use in place of more expensive reference products, once the term of 
their patent has ended. 
 

• Almost all Canadian provinces list biosimilars preferentially for molecule naïve patients12 and a small 
number of private insurers have also given preferential status to biosimilars for this patient group.13 
 

• Policymakers must create a core set of biosimilars adoption mechanisms that encourage uptake, 
along with a modernization process that allows for changes to biosimilar policies over time as 
market dynamics change and stakeholder confidence increases. 

 
Stakeholder Engagement 
 
• The Biosimilars Forum is delivering on its stated aims by working with and supporting patients, 

patient groups, health care providers, payers, policy makers and the public to address knowledge 
gaps that surround biosimilars, to build confidence in the use of biosimilars and to ensure informed 
decision making about biosimilars.  

 
 
 
Biologics and Biosimilars 
 
➢ Biologics are larger and more complex molecules than traditional pharmaceutical drugs, and 

come from living organisms or from their cells. They are used to treat a range of diseases and 
medical conditions.14  
 

➢ Biosimilars are biologics demonstrated to be highly similar to a reference biologic drug already 
authorized for sale by Health Canada. A biosimilar and its reference biologic drug are highly 
similar with no clinically meaningful differences in safety and efficacy between them.  
Biosimilars may enter the market when the term of a patent on the reference drug ends. Due 
to the size, complexity and natural variability of biologic molecules, and because biologics are 
made in living cells rather than through chemical synthesis, a biosimilar and its reference 
biologic drug can be shown to be similar, but not identical. 15 
 

➢ Biosimilars are not the same as generic drugs. Generics are small molecules that are 
chemically synthesized and contain identical medicinal ingredients to their brand name 
reference products. 16    

 

➢ Health care professionals and patients should be confident in using biosimilars authorized by 
Health Canada since their quality, safety and efficacy are highly similar to that of the reference 
biologic drug with no clinically meaningful differences between the two products.17 
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