
GASTROENTEROLOGY PRIMER ON BIOSIMILARS

TM

905  891  1900
www.CAREeducation.ca

info@careeducation.ca
Community Academic Research Education

@weareCARE

GASTROENTEROLOGY
PRIMER ON BIOSIMILARS

SPRING 2018
GASTROENTEROLOGY FACULT Y



Fear of missing out? You don't have to. 

We can send you an interactive version of this 
report straight to your inbox!

Sign up at www.CAREeducation.ca

Email Twitter Facebook LinkedIn Youtube

S TAY CO N N EC TE D WITH
TM

www.CAREeducation.ca



What follows is a primer on biologics and biosimilars, updated to reflect a gastroenterological perspective. This educational report was created in conjunction with 

CARE™ Faculty Member Dr. John Marshall (McMaster University), 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.

This Gastroenterology Biosimilars Primer is written as of July 2018 and is subject to update and refinement. It is based upon a multi-disciplinary CARETM Primer on 

Biosimilars (produced Fall 2017). For more information on CARETM visit CAREeducation.ca. To access the comprehensive primer visit: http://www.CAREeducation.
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GLOSSARY OF TERMS
Biologic/Biopharmaceutical: a therapeutic agent (usually a protein) produced by   
living cells.

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

Generic: an exact copy of a reference small molecule drug.

Glycosylation: a form 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  T H E R A P E U T I C  A G E N T  ( U S U A L LY  A 

P R O T E I N ) ,  P R O D U C E D  B Y  L I V I N G  C E L L S

“

”

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

•     Many biologic therapies used in gastroenterology have gone, or are going off patent, and competitive 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 biologic pharmaceuticals has allowed 
Canadians access to novel therapeutic agents for a range of 
different medical conditions. These 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 biologic therapies, drugs were comprised almost 
exclusively of small molecule inhibitors. For small molecules, the 
production process always yields 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
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Figure 1: Protein synthesis via a ribosome to produce a folded 
polypeptide, in this case a monoclonal antibody.

BIOLOGICS AND THEIR INHERENT COMPLEXITY 

Biologics are significantly larger than small molecule drugs. While 
small molecule drugs are pure compounds and single entities, biologics                
are inherently heterogeneous. As large proteins, they offer many 
potential sites for chemical modification following translation (e.g., 
glycosylation, oxidation). 

The production process for biologics is much more complex. A host cell 
line is typically 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 (e.g. murine) cells. Through RNA transcription 
and translation, a chain of amino acids is built in the desired sequence, 
leading to formation of the biologic drug. (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 and 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 
heterogeneity of the sample and contribute to batch-to-batch variation. 
Quality control processes are in place to ensure that there is not suf-
ficient variation to alter the quality, efficacy or safety of the product. 
Although some variability is normal and anticipated, it must fall within 
predefined ranges. 

How might these modifications affect the efficacy of biologic 
pharmaceuticals? The Fc domain is the tail region of an antibody that 
interacts with a cell’s surface. Glycosylation can modify the drug’s 
affinity for the cell’s Fc receptors, affecting the antibody’s efficacy.

Changes in the manufacturing  process used to produce a biologic 
that occur after the drug has been approved and is on the market, can 
contribute to drug variation. Manufacturers are required to conduct a 
comprehensive assessment of these changes and their 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 
assessments are one of the most important considerations for all 
biological products.

NEUTRALIZING AND NON-NEUTRALIZING ADA’S

There are two main types of Anti-Drug Antibodies: neutralizing, and 
non-neutralizing ADAs. A neutralizing ADA will prevent the biologic 
from binding to the target site and result in a diminished clinical 
response to the biological. The non-neutralizing ADA, although allowing 
the biologics to bind to the target site, can still affect the biologics’ 
clearance, half-life, and exposure (i.e. the pharmacokinetics and 
pharmacodynamics of the molecule).

NON-MEDICAL SWITCHING

The term “switching” refers to a one-time change from a reference 
biologic drug to a biosimilar. A “non-medical switch” (NMS) occurs 
when there is no medical rationale for switching from one biologic agent 
to another, but the switch is made regardless. In the majority of cases, 
non-medical switches are made for one of the following reasons: the 
switch was mandated by the public/private payer, the patient is paying 
for their own treatment and would like a less expensive alternative, or 
the pharmacist, (in consultation with the prescribing physician), has the 
authority to make a “therapeutic switch.”

The potential impact of non-medical switches is important to consider.
Given the highly immunogenic nature of biologics and the inability 
to produce identical copies of a reference biologic drug, unnecessary 
switches between agents could trigger an immunogenic reaction, as the 
two products (biologic and biosimilar) are not bioequivalent, but rather 
bio-similar. Ongoing clinical studies are attempting to determine what, if 
any, impact non-medical switches have on patient immunogenicity (see 
page 5 for more detail on NMS trials).

A patient’s immune response to a biologic can impact both the efficacy 
and safety of the drug. Immunological reactions are varied, and can 
include acute anaphylactoid or injection site reactions, as well as 
delayed reactions such as serum sickness.

Some antibodies have no clinically meaningful effect, but others are 
directed against the biologic and can neutralize its effect. In some cases, 
antibodies are not only directed against the administered biologic, but 
also against other endogenous proteins. 

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. 

The impact of immunogenicity may be different for long-term 
chronic diseases such as Crohn’s Disease (with higher cumulative risk 
of immunogenicity over time), versus acute treatments like cancer 
chemotherapy (where immunogenicity is less of a concern due to short 
treatment course).

IMMUNOGENICITY

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 .

”

“

How are assays developed to measure immunogenicity?

Immunogenicity tests are designed to detect ADA’s (Anti-Drug 
Antibodies), that could bring about unwanted biological or 
physiological reactions. There are several types of tests used to detect 
antibody (Ab) production including (in alphabetical order):2

In the past, enzyme linked immunosorbent assay (ELISA) methods 
were the most popular test used to detect immunogenicity. Now, in 
the U.S., the majority of immunogenic tests are conducted using ECL 
technology with bridging format and acid dissociation. This technology 
is preferred because of it’s higher assay sensitivity.3 As of April 2016, the 
FDA recommends that screening and confirmatory ADA assays achieve 
a sensitivity of at least 100 nanograms per milliliter (ng/mL), down from 
the previous standard of 250-500 (ng/mL).4 The drug’s producer is 
expected to conduct immunogenicity tests repeatedly throughout the 
production process. Step by step draft FDA guidelines as to how often, 
and what form immunogenicity testing should take at each stage of the 
drug’s development may be found at:

https://www.fda.gov/downloads/Drugs/Guidances/UCM192750.pdf

• Bioassay

• Biosensor

• Electrochemiluminescence (ECL)

• ELISA

• Gyros

• Meso Scale Discovery (MSD)

• Radioimmune precipitation (RIP)
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REGULATORY PATHWAY OF BIOSIMILARS

REGULATORY APPROACHES AND DATA REQUIREMENTS

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

Figure 2. Originator biologic versus biosimilar regulatory pathway.5, 6, 7, 8

HEALTH CANADA APPROVAL
• Health Canada’s approves 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. 
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.9

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 is 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 nonetheless, biosimilars have received 
approval for use in Canada. This approval is contingent on the 
manufacturer’s demonstration that there is no clinically meaningful 
difference between the reference biologic and the approved biosimilar.5
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OVERVIEW OF RECENT CLINICAL DATA

Many biologic therapies used in gastroenterology have gone, or will soon go off patent. As competitive biosimilars are now being introduced,           
this topic is highly relevant to patients, clinicians, payers, and policy makers. What follows is an overview of recent IBD trials evaluating                                          
non-medical switching. 

There is increasing experience in the medical community with non-medical switching from reference products to biosimilars across indications 
including IBD and rheumatic diseases. This is often driven by payers and their reimbursement criteria. Both controlled and observational studies of 
non-medical switching have been reported. 

OVERVIEW OF STUDY CHARACTERISTICS FOR REAL-WORLD STUDIES OF BIOSIMILAR SWITCHING:  
IBD, SWITCH COHORT STUDIES

Reference product/
Biosimilar

Comparison group vs 
continued reference 

product

Powered to detect 
differences in efficancy 

or safety (sample size of 
switched cohort [n])

Follow-up after 
switch

Patient-level 
reporting of 
outcomes

Immunogenicity 
assessment

Beuer L, et al. (Norway) IFX: Remicade©/ 
CT-P13

No – all patients 
switch

No (143; CD=99, UC=44) 6 months No Yes

Sieczkowska J, et al. 
(Poland)

IFX: Remicade©/ 
CT-P13

No – all patients 
switch

No (39; CD=32, UC=7)
8 ± 2.6 months 

(mean)
No No

Smits L, et al. 

(The Netherlands)
IFX: Remicade©/ 

CT-P13
No – all patients 

switch
No (83; CD=57, UC=24, 

IBD-U=2)
52 weeks 

104 week (update)
Yes Yes

Díaz Hernández, et al. 
(Spain)

IFX: Remicade©/ 
unspecified

No – all patients 
switch

No (72; CD=62, UC=10) 6 months No No

Nugent S, et al. 
(Ireland, EIR-SWITCH)

IFX: Remicade©/ 
CT-P13

No – all patients 
switch

No (33) 1 year No Yes

Soret PA, et al. 
(France)

IFX: Remicade©/ 
CT-P13

No – all patients 
switch

No (63; CD=42, UC=21)
8.4 months 

(7.9–8.9)
No Yes

Sladek M, et al. 
(Italy and Poland)

IFX: Remicade©/ 
CT-P13

No – all patients 
switch

No (pediactric IBD 45; 
CD=38, UC=7)

24–36 weeks No Yes

Huoponen S, et al. 

(Finland)
IFX: Remicade©/ 

CT-P13
No – all patients 

switch
No (56; CD=24, UC=29, 

IBDU=3)
16 weeks PROs No

Gompertz M, et al. 
(Spain)

IFX: Remicade©/ 
CT-P13

No – all patients 
switch

No (30; CD=18, UC=12) 24 weeks No Yes

Guerrero Puente LN, et al. 
(Spain)

IFX: Remicade©/ 
CT-P13

No – all patients 
switch

No (36; CD=23, UC=13) 8.4 months No Yes

Betty M, et al. 
(UK)

IFX: Remicade©/ 
CT-P13

No – all patients 
switch

No (134) 16 weeks PROs No

Eberl A, et al. 
(Finland)

IFX: Remicade©/ 
CT-P13

No – all patients 
switch

No (78: CD=38, UC=37, 
3=unclassified IBD)

3 infusions Yes Yes

Argüellas-Arias F, et al. 
(Spain)

IFX: Remicade©/ 
CT-P13

No – all patients 
switch

No (98: CD=67, UC=31) 1 year No No

Schmitz EMH, et al. 
(The Netherlands)

IFX: Remicade©/ 
CT-P13

No – all patients 
switch

No (133: CD=86, UC=47) ~12 months No Yes

Bennett KJ, et al. 
(UK)

IFX: Remicade©/ 
CT-P13

No – all patients 
switch

No (104; CD=73, UC=29, 
unclassified IBD=2)

6 months No Yes



 6 GASTROENTEROLOGY  PRIMER ON BIOSIMILARS

Study Study Type Results Author Conclusions

Buer L, et al. 
(Norway)

Prospective, 
observational

Median IFX treatment duration 81 months at switch 
•   97% (138/143) pts remained on CT-P13 at 6 mos (1°EP) 
•   No significant changes in disease activity after switch 
•   17 AEs (3 UC, 14 CD) 
•   5pts had ADAbs including 2 at BL

•   Switching from Remicade to CT-P13 was feasible in a  
     real-life population 
•   It was well tolerated with a few AEs, including very  
     limited ADAb formation and loss of response

Sieczkowska J, et al. 
(Poland)

Prospective study  
(pediatrics)

Mean IFX admissions: CD=9.9 and UC=5.1 
•   Pts in remission: 69% at switch, and 80% (CD;16/20)  
     and 100% (UC; 4/4) at last follow-ip 
•   PCDAI activity store: 8.8 at switch; 6.6 at final follow  
     up (P<0.05) 
•   20 AEs reported in pts with CD; 3 in pts

•   Treatment with Remicade and CT-P13 produces  
     similar results 
•   However, head-to head comparison is needed to  
     confirm things

Smits L, et al. 
(The Netherlands)

Prospective, 
observational

1-year data 
•   Median change in disease activity: 
     • CD: 0 (HBI: -23 to 15 n=57); UC: 0 (SCCAI: –4 to +4,  
        n=24)    
•   Clinical remission rates were 64% at baseline and 73%  
     at week 52 
•   FCP and CRP levels did not significantly change 
•   5 AEs resulted in discontinuations 
•   7 pts demonstrated detectable ADAbs  
    (5 detectable at BL) 
2-year data 
•   No significant change in HBI, SSCAI, FCP, PR CRP 
•   There were no significant differences in trough levels at  
     BL, Week 52, and Week 104 (P=0.664) 
•   During year 2 dosing was increased in 14/53 pts due to  
     low trough levels (n=5), disease activity (n=4),  
     or both (n=5) 
•   Dosing was decreased in 5/53 pts due to supra- 
     therapeutic trough levels (n=2), or both (n=1). 
•   ADAbs present in 5/83 pts and BL and 2 before week 52.  
     No subsequent ADAbs detected. 

•   These 1-yr data suggest there is no significant impact  
     on clinical outcomes that included disease activity,  
     safety, drug survival, and PK 
•   Outcomes support feasibility for switching to CT-P13 
•   In the 2-year follow-up, 66.3% pts continued beyond 2  
     years after switching to CT-P13 
•   Main reason for discontinuation were LOE, AEs, and  
     stable disease remission 
•   Two new cases with ADAbs observed in Year 1, but no  
     immunogenicity detected beyond Week 52.

Bettey M, et al. 
(UK) Observational

•   99% of pts were treated with 5mg/kg 
•   2 pts requested switch back to Remicade (flu-like  
     symptoms, deranged LFTs) 
•   Pts reported a similar incidence of expected side effects  
     before and after switch 
•   No significant change in drug persistence between pts  
     treated with CT-P13 compared with historic Ramicade  
     cohort (P-0.49) 
•   In the 1st 4 months of the program £291,000 in drug  
     acquisition costs were saved

•   Early results suggest switching to CT-P13 will lead to  
     substantial cost saving with minimal risk to patients 
•   Close collaboration between all stakeholders and  
     careful follow-up are necessary to ensure optimal  
     outcomes for pts

Eberl A, et al. 
(Finland) Observational

•   There was no significant difference in disease activity  
     during switch 
•   There were 4 infusion reactions (2.5%)— none of which  
     resulted in discontinuation 
•   There was two statistically significant changes in TLs  
     before and after switching 
•   For CD pts there was no significant difference in TLs  
     before and after switching 
•   For UC/IBD pts there was a significant difference in TLs  
     before and after switch (P=0.019)— this was mainly  
     due to 4 pts 
•   2 pts had detectable ADAbs, 1 monotherapy, 1  
     combination therapy with azathioprine

•   TLs before and after switch were not significantly  
     different for CD pts but were significantly lower for  
     UC pts 
•   The clinical relevance of this decrease remains unclear  
     as there were no differences in clinical disease activity 
•   No safety concerns occured during the switch

REAL WORLD EVIDENCE REPORTS NON-MEDICAL SWITCHES OF ANTI-TUMOR NECROSIS FACTOR TREATMENT: IBD, 
SWITCH COHORT STUDIES
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CARE™ GASTROENTEROLOGY PERSPECTIVE:

These studies establish that biosimilars have comparable safety and efficacy to that of their originator biologic, and that the risks associated with 
switching therapeutic agents appear no greater for biosimilars than they are for biologics. However, methodological considerations for trials testing 
non-medical switching to a biosimilar prompt questions. These questions include, but are not limited to:

• Did the trial witness clinically significant differences?

• Did the trial engage in a single switch or multiple switches?

• Did the trial utilize a superiority, non-inferiority or equivalence study design?

• Was the trial controlled, randomized and/or double blind?

• Was the study adequately powered?

• Was there adequate follow-up?

• Were immunogenicity-related outcomes investigated?

• Were individual patient-level outcomes investigated?

T H E S E  S T U D I E S  E S TA B L I S H  T H AT  B I O S I M I L A R S  H AV E  C O M P A R A B L E  S A F E T Y 

A N D  E F F I C A C Y  T O  T H AT  O F  T H E I R  O R I G I N AT O R  B I O L O G I C .

”

“

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 absence of naming and pharmacovigilance. Per CARE™ 
gastroenterology faculty guidance on biosimilars, patients who are stable and doing well on biologics should currently not be switched for nonmedical 
reasons. For more information regarding CARE™ gastroenterology faculty guidance on biosimilars, please visit: http://www.careeducation.ca/
guidingprinciples
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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.10 A similar trend has been observed in Canada with spending 
on biologics increasing by 200% from 2007 to 2015.1 The introduction 
of biosimilars offer the potential for price competition that help to 
make these medications more affordable. However, biosimilars must 
be introduced to the Canadian healthcare systems safely, and with user 
comprehension.

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) 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. Managing and reporting 
AEs as well as general pharmacovigilance are important considerations,  
but at the moment there are questions regarding what groups are 
responsible for post market reporting, and what are effective tests 
for determining biosimilar efficacy. 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.

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 .

S U P P O R T  F O R  M E D I C A L  S W I T C H E S  M U S T 

B E  B A L A N C E D  W I T H  C O N S I D E R AT I O N 

F O R  T H E  H E T E R O G E N E O U S  D E S I G N  O F        

B I O S I M I L A R  T R I A L S .
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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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The CARETM (Community. Academic. Research. Education) Faculty is a  
pan-Canadian group of leaders in their field who gather, discuss and address 
gaps in knowledge, to develop education initiatives that frame news from a 

Canadian perspective. 

The vision of the CARETM Faculty is to share opinions and update Canadian 
specialists with news and developments from key conferences framed in a 

Canadian perspective.

The mission of the CARETM Faculty is to enhance medical education, with the 
explicit goal of improving patient outcomes.

Learn more at www.CAREeducation.ca
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