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What follows is a primer on biologics and biosimilars, updated to reflect a rheumatological perspective. This educational piece was created in 

conjunction with CARE™ Rheumatology faculty member Dr. Philip Baer, and details the basic science, management and regulatory pathways, 

legal perspectives and recent clinical data on biosimilars. This report is also informed by various CARE™ faculties and recent biosimilar news. 
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GLOSSARY OF TERMS
Biologic/Biopharmaceutical: a protein that is used as a therapeutic agent or drug.

Biosimilar: a biologic that is highly similar to a reference biologic drug. 

Generic: an exact copy of the reference molecule.  

Glycosylation: a class of post translational modification whereby sugar molecules are 

appended to a protein after it has been biosynthesized. 

Immunogenicity: the propensity of a biologic to be recognized as foreign by the body’s 

immune system, leading to a cascade of events related to an immune response.    

Post-translational Modification (PTM): enzymatic or non-enzymatic alterations to proteins 

after they have been biosynthesized. 

Small Molecule Drug: a pharmaceutically active chemical compound with defined 

composition and molecular structure.

B I O L O G I C : 

A  P R O T E I N  T H AT  I S  U S E D  A S  A  T H E R A P E U T I C 

A G E N T  O R  D R U G .

“

”

•   Biologic therapy has revolutionized the treatment of many rheumatological disorders/diseases, and drastically improved patient outcomes.

•   Many biologic therapies used in rheumatology have or are going off patent, and competitive molecules like biosimilars are being introduced.

•   Biosimilars not only have implications for specialty fields, but also for the general delivery of health care in Canada.
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The advent of protein based pharmaceuticals has allowed Canadians 
to access novel therapeutic agents used to treat a range of medical 
conditions. These protein based therapies are poised to comprise 
a substantial portion of our health care spending - in less than a 
decade spending on biologics has increased by over 200%.1  Given 
that biologics are inherently complex with stringent manufacturing 
and quality control requirements, drug acquisition costs for both 
private and public payers are substantially higher for biologics 
than their small molecule counterparts. Loss of biologic patent  
exclusivity, coupled with a need for cost-saving alternatives, has 
prompted the development of biosimilars. 

INTRODUCTION &

APPRECIATING THE DIFFERENCES BETWEEN SMALL 
MOLECULES AND BIOLOGICS

Before the advent of protein therapeutics, drugs were comprised 
almost exclusively of small molecule agents. Small molecules are 
unique, because the production process always results in the creation of 
identical copies of the desired drug.

The final protein product may be subject to numerous post-translational 
modifications. These modifications can have several important 
implications from a clinical perspective.

SCIENTIFIC REVIEW OF BIOLOGICS

B I O S I M I L A R : 

A  B I O L O G I C  D R U G  T H AT  O B TA I N S  M A R K E T 

A U T H O R I Z AT I O N  S U B S E Q U E N T  T O  A  V E R S I O N 

P R E V I O U S LY  A U T H O R I Z E D  I N  C A N A D A , 

A N D  W I T H  D E M O N S T R AT E D  S I M I L A R I T Y 

T O  A  R E F E R E N C E .

“

”

Figure 1: Protein synthesis via a ribosome to produce identical copies of 
a folded polypeptide, in this case a monoclonal antibody.

BIOLOGICS AND THEIR INHERENT COMPLEXITY 

Biologics are significantly larger than small molecule drugs. The larger 
mass of biologics increases the number of potential sites for chemical 
modification following translation (e.g., glycosylation, oxidation). Unlike 
a small molecule drug which is a pure compound/single entity, biologics 
can be mixtures of molecules. 

The production process for biologics is much more complex. A host cell 
line is modified to carry a piece of DNA (called a vector) that encodes 
the sequence for the protein therapeutic. Some types of host (producer) 
cell lines used in the production process include bacterial cells (such as 
Escherichia coli), flora cells like algae, duckweed or yeast, insect cells and 
mammalian cells (e.g. murine cells). Following the transcription of DNA 
into RNA, the ribosome is used as a protein production machine. A chain 
of amino acids is built in the desired sequence, leading to the formation 
of a biologic. (Figure 1). 

HOW MANUFACTURING PROCESSES  
INFLUENCE BIOLOGICS 

There are a number of steps during the manufacturing process that can 
influence the make-up of the final product. Such factors include the 
choice of DNA vector, host organism, the type of bioreactor and media 
used to grow the cells in, the purification process and the handling of 
the drug post-production. These variables can all affect the heteroge-
neity of the sample and contribute to batch-to-batch variation. Quality 
control processes are in place to ensure that the variations that can oc-
cur during manufacturing do not alter the quality, efficacy or safety of 
the drugs within the regulator’s set standards. Variability is normal and 
anticipated, especially for glycosylated proteins.

How might these modifications affect the efficacy of biologic 
pharmaceuticals? The Fc domain, which is the tail region of an antibody 
that interacts with a cell’s surface/Fc receptors, can be affected by 
glycosylation. Glycosylation modifies the Fc domain’s affinity for the 
receptors, which could directly affect an antibody’s efficacy (if it relies 
on Fc-receptor interactions as a mechanism of action).

There can be anywhere from 5-35 changes in manufacturing processes 
after a biologic has been approved and is on the market, contributing 
to the variation in biologics over time. Manufacturers are required to 
conduct a comprehensive assessment of these changes and its impact 
on the final quality of the drug product. 
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IMMUNOGENICITY WITH BIOLOGICS

Biologics and biosimilars are biotechnology-derived proteins and 
have the potential to be highly immunogenic. Hence, immunogenicity 
assessment is one of the most important considerations for all  
biological products.

E V E N  T H O U G H  A L L  B A T C H E S  O F  B I O L O G I C S  V A R Y ,  T H I S  V A R I A B I L I T Y  I S 

N O R M A L  A N D  A N T I C I P A T E D ,  E S P E C I A L L Y  F O R  G L Y C O S Y L A T E D  P R O T E I N S .

A patient’s immune response to a biologic can impact both the efficacy 
and the safety of treatment.  Immunological reactions  are  varied,  
and can include the formation of antibodies, allergic reactions and 
administration-site reactions, which are inherent to the biological nature 
of these agents and the parenteral route of administration.

If anti-drug antibodies (ADAs) are formed they often have no clinically 
meaningful effect, but in some cases they are directed against the active 
site of the administered biological, neutralizing the agent’s effect. In 
some cases, antibodies are not only directed against the administered 
biological, but also against the endogenous related protein. 

The demonstration of immunogenetic differences between a reference 
molecule and a biosimilar should be assessed in vivo. As such, 
Health Canada requires biosimilar manufacturers to demonstrate 
no clinically meaningful differences in immunogenicity between the 
biosimilar and the reference biologic as part of the biosimilar’s clinical               
development program.

These ADA responses can be broken down into 4 categories:

1.     Patient related.

2.    Treatment related (acute vs. chronic).

3.    Dependent on the chemistry and manufacturing of the biologic.

4.    Potential epitope content.

IMMUNOGENICITY

NEUTRALIZING AND NON-NEUTRALIZING ADA’s

Neutralizing and non-neutralizing ADAs are both important, as the 
neutralizing ADA will prevent the biologic from binding to the target site 
and result in a diminished clinical response to the biologic. In contrast, 
the non-neutralizing ADA, allows the biologic to bind to the target site, 
but can affect the biologics’ clearance, half-life, and exposure (i.e. the 
PK and PD of the molecule). 

I M M U N O G E N I C I T Y  R E F E R S  T O 

S I T U A T I O N S  I N  W H I C H  A D M I N I S T E R E D 

B I O L O G I C S  A R E  V I E W E D  A S  F O R E I G N 

I N V A D E R S  B Y  T H E  B O D Y ,  T R I G G E R I N G 

I M M U N E  R E S P O N S E S  I N  P A T I E N T S .

”

“

The impact of immunogenicity could be different for long-term chronic 
diseases such as Crohn’s disease and rheumatoid arthritis (where 
immunogenicity occurs with therapy), versus within acute care settings 
such as cancer (where immunogenicity isn’t as prevalent of a topic due 
to short treatment course). 

How are assays developed to measure immunogenicity?

Immunogenicity tests are designed to detect anti drug antibodies 
that could mediate unwanted biological or physiological  reactions. 
The immunogenicity assessment is based on a multi-tiered approach 
consisting of screening, confirmatory and neutralizing assay components.  

The propensity of therapeutic proteins to aggregate (unlike small 
molecules) during manufacturing, shipping, and storage can affect 
their immunogenicity. Protein aggregates are prone to detection by the 
immune system which can lead to the complications mentioned above. 
Ensuring that the product is packaged properly to maintain a uniform/
mono-dispersed environment under a variety of conditions is essential 
to preventing potential immunogenic complications. 

”

“
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REGULATORY PATHWAY OF BIOSIMILARS

REGULATORY APPROACH AND DIFFERENCE IN  
DATA REQUIREMENT

The evaluation for biosimilars takes a case-by-case based approach that 
is tailored to an individual product.

Figure 2. Originator biologic versus biosimilar regulatory pathway.2,3, 4, 5      

HEALTH CANADA APPROVAL

• Health Canada’s role is to approve drugs for sale in Canada – 
including biologics and biosimilars.

• Biosimilars are regulated as new drugs under the Food and Drugs 
Act and the Food and Drug Regulations. Health Canada’s Biologics 
and Genetic Therapies Directorate (BGTD) regulates biosimilars in 
conjunction with other agencies.

• Health Canada’s guidance document Information and Submission 
Requirements for Biosimilar Biologic Drugs communicates the 
regulatory framework for biosimilars.

• Biosimilar manufacturers must provide information to Health 
Canada comparing the biosimilar with the reference  biologic  drug 
(RBD). Similarity is demonstrated using a step-wise approach 
beginning with structural and functional studies and continuing 
with human clinical studies. 

Clinical Studies  
(safety, efficacy,  

immunogenicity)

Biosimilar Development 
Demonstrate biosimilarity to the reference product

Originator Development 
Demonstrate safety, purity and potency

Clinical Pharm 
(PK/PD)

In Vivo Studies 
(non-clinical)

In Vitro Studies 
(analytical  

characterization)

• Health Canada evaluates all the information provided to confirm that 
the biosimilar and the reference biologic drug are similar and that 
there are no clinically meaningful differences in safety and efficacy 
between them. Once Health Canada authorizes a biosimilar for sale, 
a Notice of Compliance (NOC) and a unique Drug Identification 
Number (DIN) are issued.6

The regulatory pathway for both biologics and biosimilars is a New 
Drug Submission (NDS); there is no different pathway for biosimilars. 
The difference in submission data requirement between biologics and 
biosimilars are summarized as follows (as of 11/14/2016):

Table 1. New Drug Submission Data Requirements: 
Biologics Versus Biosimilars

BIOLOGICS BIOSIMILARS

Regulatory Pathway New Drug Submission (NDS)

Chemistry & 
Manufacturing (C&M) 
Studies

Full package Full package

Extensive comparative 
analytical studies between 
biosimilar and RBD

Non-Clinical Study Full data package as 
per ICH S6(R1)

Reduced and comparative 
to RBD

PK/PD Study Standard PK/PD 
studies

Comparative PK/PD profile 
to RBD

Clinical Efficacy Required for all indi-
cations

In most cases, comparative 
to RBD for at least one 
indication in a representative 
indication and sensitive 
population

Clinical Trial Design Superiority, non-infe-
riority or equivalence 
trial design

Equivalence trial preferred 
over non-inferiority design. 
Adequately sensitive to rule 
out clinically meaningful 
differences within predefined 
comparability margins

Study Endpoint Clinical outcomes or 
validated surrogates

Sensitive and clinically 
relevant

Efficacy/Safety Establishing evidence 
of efficacy and safety/
Acceptable risk and 
benefit profile

No meaningful difference 
to RBD. 
Safety must be assessed in a 
sufficient number of patients 
treated for an acceptable 
period of time

Immunogenicity Acceptable 
immunogenicity profile

No meaningful difference 
to RBD

Post Market Risk management plan

CLINICAL PROGRAM 

The clinical program includes:

• Comparative pharmacokinetic (PK) studies. 

• Comparative pharmacodynamic (PD) studies.

• A clinical efficacy trial may not always be necessary, e.g.  
where there is a validated and clinically relevant PD endpoint. 

• Safety and immunogenicity.

CONCLUSION

The developmental and regulatory pathways for biosimilars and biologics 
evidently differ, but biologics have received approval for use in the 
Canadian landscape. This approval is contingent on the manufacturer’s 
demonstration that there is no clinically meaningful difference between 
the reference biologic and the approved biosimilar.2
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OVERVIEW OF RECENT CLINICAL DATA

Many of the biologic therapies used in rheumatology have, or are going off patent. Competitive molecules such as biosimilars are now being 
introduced, with a number of therapeutic agents in the final stages of clinical trials. These results will supplement current data listed below. 

The clinical trial design necessary for biosimilar drugs to be approved differs from that required of the originator (reference biologic drug).                      
E.g. sample size on a per disease basis, and methodological approach (non-inferiority).

What follows is:

•   Characteristics and evidence from switching trials 

•   Methodological considerations to study non-medical switching to a biosimilar

•   CARETM Faculty perspective

CHARACTERISTICS OF CURRENT BIOSIMILAR SWITCHING RCTs/ EXTENSION PHASES: INFLIXIMAB

Study Type Randomized at  
Time of Switch

Comparison Group  
(vs reference prod-

uct)1

Powered to Detect 
Differences in  

Efficacy2

Time ≥12 Months 
Post-switch Fol-

low-up3

Patient-level 
Reporting of Out-

comes1

PLANETAS 
(IFX; Remsima / Inflectra, 
Celltrion)

Approval — 
extension phase

PLANETRA 
(IFX; Remsima / Inflectra, 
Celltrion)

Approval — 
extension phase

CT-P13 Japan 
(IFX; Remsima / Inflectra, 
Celltrion)

Extension phase

CT-P13 in CD 
(IFX; Remsima / Inflectra, 
Celltrion)

Extension phase

SIMILAR 
(IFX; Remsima / Inflectra, 
Celltrion)

Phase 4

SECURE 
(IFX; Remsima / Inflectra, 
Celltrion)

Phase 4

SB2 
(IFX; Flixabi/ Renflexis, 
Samsung Bioepis)

Approval — 
extension phase

BOW015 
(IFX; Epirius)

Approval — 
extension phase

NOR-SWITCH 
(IFX; Remsima/ Inflectra) Switch study

NOR-SWITCH 
Extension Phase Extension Phase

— Pooled 

T H E  C L I N I C A L  T R I A L  R E Q U I R E M E N T S  N E C E S S A R Y  F O R  B I O S I M I L A R  D R U G S 

T O  B E  A P P R O V E D  D I F F E R  F R O M  T H E  R E Q U I R E M E N T S  F O R  T H E  O R I G I N A T O R 

( R E F E R E N C E  B I O L O G I C  D R U G ) .

”

“
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Study Study Type/  
indications Results Author Conclusions

PLANETAS 
(IFX; Remsima / 
Inflectra, Celltrion)

Approval — 
extension phase 

(AS patients)

Pts switched at Week 54 
Efficacy: 
•   No significant differences in efficacy between maintenance  
     and switch groups 
Safety: 
•   ADA positivity rates were comparable 
•   No significant differences in the incidence of TEAEs leading  
     to d/c, SAEs, and serious infections 
•   A lower proportion of pts expereinced ≥1 TEAE in the  
     maintenance group compared to the switch (48.9% vs 71.4%,  
     respectively) during the extension study

•   CT-P13 was well tolerated 
•   Efficacy and safety were comparable between  
     CT-P13 switch and maintenance groups

PLANETRA 
(IFX; Remsima / 
Inflectra, Celltrion)

Approval — 
extension phase 

 
(RA patients)

Pts switched at Week 54 
Efficacy: 
•   No significant differences in efficacy between maintenance  
     and switch groups at Wk 78 and 102 
Safety: 
•   Incidence of TEAEs were similar between groups 
•   ADA positivity rates were comparable between groups

•   Switching was not associated with any detrimental  
     effects on efficacy, immunogenicity, or safety 
•   Demonstrated the CT-P13 was efficacious and well  
     tolerated over 2-yr period

CT-P13 Japan 
(IFX; Remsima / 
Inflectra, Celltrion)

Extension phase 
 

(RA patients)

Pts switched at Week 54 
Efficacy: 
•   Pts achieving ACR 20/50/70 at Wk 134 was 78.4%, 70.3% and  
     54.1% (continuers) and 62.5%, 53.1% and 40.6% (switchers) 
Safety: 
•   AEs were reported in 89.5% of continuers and 87.9% of  
     switchers 
•   Serious AEs were reported in 5.3% continuers and 12.1%  
     switchers 
•   15.6% of continuers and 17.4% of switchers were positive for  
     ADAs at Wk 134

•   CT-P13 was generally well tolerated with persistent  
     efficacy for RA during the long-term treatment  
     over 54 weeks as well as after the switch to  
     biosimilars 
•   The major limitation of this study was the sample  
     size. Extension study findings were not considered  
     when calculating sample size

CT-P13 in CD 
(IFX; Remsima / 
Inflectra, Celltrion)

Extension study
 

(CD patients)

•  89 continuers (pooled CT-P13 and IFX) and 91 switchers  
    (pooled IFX/CT-P13 and CT-P13/IFX) included in study 
•  CDAI 70, CDAI 100, Fecal calprotectin and CRP were  
   comparable between non-switchers and switchers at Week 54 
•  Safety and immunogenicity results between non-switchers                          
    and switchers were comparable

•   Efficacy, safety and IMG comparable between pts  
    who switch to CT-P13 from IFX and continued  
    CT-P13 or IFX 
•   Reinforces data from other registries and  
    observational studies that switching from IFX to  
    CT-P13 has consistent efficacy and safety

SIMILAR 
(IFX; Remsima / 
Inflectra, Celltrion)

Phase 4 
 

(IBD patients)

•  49 pts from 6 sites, CD=33 and UC=16 
•  19 pts completed 30-week follow-up (14=CT-P13, 5=IFX) 
•  All 19 pts were in remission at Wk 30 
Safety: 
•   1 pts experience a serious AE (not treatment-related) 
•   6 of 14 switchers experience ≥1 AE vs 1 of 5 continuers 
•   2 pts had detectable ADAs, 1 monotherapy, 1 combination                       
    therapy with azathioprine

•   First double blind, randomized clinical trial that  
     compares CT-P13 with IFX in IBD 
•   Preliminary results show switching is feasible  
    and safe

SECURE 
(IFX; Remsima / 
Inflectra, Celltrion)

Phase 4 
 

(IBD patients)

Mean IFX duration 55.7 ±38.3 months at switch 
•   In both CD and UC, the 90% CI of the adjusted risk difference  
    did not exceed the pre-specified non-inferiority margin (15%) 
•   No significant changes were observed in biomarker  
     measurements, clinical disease activity, or quality of life of pts  
     at 16 wks after switch 
•   6 SAEs were observed in 6 pts 
•   AT BL, 5/88 pts were ADA positive. Levels became  
     detectable in 3 pts during follow-up 
•   Ratio of IFX serum levels similar compared with originator  
     after 16 wks 
•   CD IFX serum level (μg/mL): 107.59% (90% Cl; 97.44—118.81) 
•   CD IFX serum level (μg/mL): 110.10% (90% Cl; 95.99—126.29)

•   IFX serum concentrations were non-inferior after  
     switch from originator in UC and CD 
•   Post-switch, there was no significant changes in  
     clinical and biochemical efficacy, quality of life,  
     and tolerability

EVIDENCE FROM CURRENT BIOSIMILAR SWITCHING RCTs/EXTENDED PHASES: INFLIXIMAB
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1.   In an individual naïve to a specific molecule, choice and/or interchangeability between a biosimilar and an innovator molecule might be  
     considered.

2.  Administrative switch/interchangeability for patients on established therapy is not supported at the present time.

3.  Substitutions from one biologic to another including a biosimilar or an innovator molecule, by someone other than the treating physician,  
     must be avoided.

4.  There should be establishment of post-marketing surveillance for all new-entry products, including biosimilars and new innovator  
      molecules, in order to determine uncommon side effects and durability of response.

5.  All biologic products (biosimilars and innovator molecules) should be identified by an appropriate naming system e.g. molecular 
      name - suffix, to ensure correct attribution of adverse events.

6.  Biosimilars and innovator molecules (those currently available and new-entry agents) should have indications only when data is  
       sufficient from extensive clinical studies, and the agents have received approval by Health Canada.

CARE™ RHEUMATOLOGY PERSPECTIVE:

What is the Evidence for Switching from Reference Product to Biosimilar mAbs?:

There is increasing support in the medical community for switching from reference products to biosimilars on several indications, including IBD 
and rheumatic diseases.

Support and data is drawn from peer-reviewed journals, studies and presentations at major medical conferences (select studies are listed on the 
previous page).

These studies establish that biosimilars have comparable safety and efficacy to that of their originator biologic, and that the risks associated with 
the one time switching of therapeutic agents appear no greater for biosimilars than they are for biologics. 

Evidentiary support for medical switches must be balanced with consideration of the heterogeneous design of biosimilar trials. Results should be 
accepted with caution and a continued commitment to more extensive clinical trials. 

Further study is required to determine the full clinical effects of switching – specifically, how multiple switches might affect patient immunogenicity. 
This is complicated by the sheer number of biosimilars coming to market, and the lack of adequate naming conventions and pharmacovigilance. 
Per CARE™ rheumatology faculty guidance on biosimilars, patients who are stable and doing well on biologics should currently not be switched for 
non-medical reasons. Studies such as BIO-SWITCH have documented nocebo responses of up to 24% in this situation.7

For more information regarding CARE™ rheumatology faculty guidance on biosimilars, please visit: http://www.careeducation.ca/guidingprinciples

The CRA has developed a position statement on biosimilars and innovator molecules. Abridged CRA Guidelines follow:

Design Why?

Randomized,  
double-blind

Ensure comparison between homogeneous populations; bias reduction/control

Controlled Allows measurement of the impact of the single intervention that differs between study arms

Adequately powered Allows for statistically-supported inference of study outcomes to the universe represented in the population

Multiple switching  
(aka “alteration”)

May elicit “prime-boost” response when subject is exposed to different sets of epitopes (antigenic determinants)

Immunogenicity- 
related outcomes

Potential pathophysiological and clinical response to “prime-boost” effect from alteration

Adequate follow-up Allows for detection of late-onset, low frequency immunogenicity and any safety issues (SAE’s/AE’s)

Individual patient- 
level outcomes

Allows for study outcomes to apply to “any given patient”

METHODOLOGIC CONSIDERATIONS TO STUDY NON-MEDICAL SWITCHING TO A BIOSIMILAR

CRA position statement on biosimilars and innovator molecules can be found at: http://rheum.ca/wp-content/uploads/2018/05/Canadian-Position-

Paper-on-Biosimilars-updated-May-2018.pdf
—Philip A. Baer, MDCM, FRCPC, FACR
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Figure 3. Spending on biologics in Canada, 2007 to 2015 ($ billions).1

ECONOMIC IMPLICATIONS

Despite accounting for less than 1% of all prescriptions dispensed in the 
United States, biologics nonetheless make up 28% of prescription-drug 
spending, and their numbers are projected to increase more than 20% 
per year.9 A similar trend has been observed in Canada with spending 
on biologics increasing by 200% from 2007 to 2015.1 The introduction 
of biosimilars offers the potential for price competition that will help to 
make these medications more affordable. However, biosimilars must  be 
introduced to the Canadian healthcare systems safely, and with the full 
comprehension of prescribers, allied health professionals and patients.

NAMING

There is currently no standardized naming convention for biosimilars 
in Canada. This systemic gap makes pharmacovigilance difficult, and 
generates questions regarding the appropriate therapeutic agent  
to fill a prescription. The American FDA (Federal Drug Administration) 
recently adopted a naming system which uses a 4 letter suffix added 
to a nonproprietary name to distinguish a therapy as a biosimilar, while 
the EMA (European Medicines Agency) adopted a system which uses 
a therapy’s individual DIN (drug identification number) for naming/
tracking biosimilars. 

Possible Naming Conventions for Biosimilars in Canada: 

• One which resembles the US system where a 4-letter suffix is 
appended to the non-proprietary name.

• One which uses the brand name with the non-proprietary name to 
distinguish therapies.

• One which resembles the European system and uses the drug 
identification number (DIN) for prescribing/tracking.   

For the sake of prescriptions, post marketing traceability, safety 
and more, Health Canada must create a national naming system for 
biosimilar therapies.

PHARMACOVIGILANCE 

Biosimilars will need pharmacovigilance to ensure there is long-term 
safety and efficacy data. At the time of this document’s creation (Q2, 
2018) there is no standardized procedure or healthcare group (e.g. 
physicians, pharmacists, allied health etc.) for monitoring, reporting and 
managing biosimilar related AEs in Canada. However, pharmacovigilance 
and AE reporting cannot take place until questions regarding what 
groups are responsible for post market reporting are answered. 
Healthcare professionals like pharmacists will play an instrumental 
role in pharmacovigilance, as well as in the development of a standard 
biosimilar monitoring/ management procedures. The creation of a 
standardized, national naming convention for biosimilars in Canada is 
a prerequisite for effective pharmacovigilance. The American College 
of Rheumatology 2018 position statement on pharmacovigilance may 
serve as a template in this regard.8

IMPLICATIONS FOR THE CANADIAN 
HEALTHCARE SYSTEM

T H E  C R E AT I O N  O F  A  S TA N D A R D I Z E D , 

N AT I O N A L  N A M I N G  C O N V E N T I O N  F O R 

B I O S I M I L A R S  I N  C A N A D A  I S  A  P R E - R E Q U I S I T E 

F O R  E F F E C T I V E  P H A R M A C O V I G I L A N C E .

“

”

THE ROLE OF PATIENTS

Therapeutic decisions (such as non-medical switching) should be made 
collectively between a patient and their treating specialist after an 
informed discussion. Patient decisions can be influenced by a number 
of factors including economic considerations, efficacy, accessibility, 
QoL and even family history/genetics. The role of patients in treatment 
making decisions further validates the importance of biosimilar 
education for both physicians and patients alike in Canada.        
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