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Biosimilars Policy Resources 
  

General 
 Health Canada Fact Sheet: Biosimilars 

 Drug and Health Product Portal, Summary Basis of Decision: Review Decisions 

 CADTH: Biosimilar Drugs – Your Questions Answered 

 International Coalition of Medicines Regulatory Authorities Biosimilars Statement (PDF) 

 Biosimilars in the EU: Information Guide for Healthcare Professionals 

 Statement on the scientific rationale supporting interchangeability of biosimilar medicines 
in the EU 

Nocebo Effect 
 Mitigating the Nocebo Effect in Biosimilar Use and Switching: A Systematic Review 

Switching 
 Biosimilars Canada: https://biosimilarscanada.ca/resources/switching/ 

 Safety outcomes when switching between biosimilars and reference biologics: A 
systematic review and meta-analysis   

 The Efficacy, Safety, and Immunogenicity of Switching Between Reference 
Biopharmaceuticals and Biosimilars: A Systematic Review   

 The Challenges of Switching Therapies in an Evolving Multiple Biosimilars Landscape: A 
Narrative Review of Current Evidence  

Arthritis 
 Arthritis Society Canada: Biologics and Biosimilars 

 Joint Health: Facts About Biosimilar Biologics 

Inflammatory Bowel Disease 
 Canadian Digestive Health Foundation: Biosimilar Library 

 Nonmedical switch of anti-TNF-α biosimilars has no major clinical, pharmacokinetic and 
psychological impact on patients with IBD - the SAFER Study 

https://www.canada.ca/en/health-canada/services/drugs-health-products/biologics-radiopharmaceuticals-genetic-therapies/applications-submissions/guidance-documents/fact-sheet-biosimilars.html
https://dhpp.hpfb-dgpsa.ca/review-documents
https://cadth.ca/sites/default/files/pdf/biosimilar_drugs_patient_tool.pdf
https://www.icmra.info/drupal/sites/default/files/2019-07/ICMRA_statement_about_confidence_in_biosimilar_products_patients_public.pdf
https://www.ema.europa.eu/en/documents/leaflet/biosimilars-eu-information-guide-healthcare-professionals_en.pdf
https://www.ema.europa.eu/en/documents/public-statement/statement-scientific-rationale-supporting-interchangeability-biosimilar-medicines-eu_en.pdf
https://www.ema.europa.eu/en/documents/public-statement/statement-scientific-rationale-supporting-interchangeability-biosimilar-medicines-eu_en.pdf
https://pubmed.ncbi.nlm.nih.gov/39612120/
https://biosimilarscanada.ca/resources/switching/
https://pubmed.ncbi.nlm.nih.gov/37788264/
https://pubmed.ncbi.nlm.nih.gov/37788264/
https://pubmed.ncbi.nlm.nih.gov/32236956/
https://pubmed.ncbi.nlm.nih.gov/32236956/
https://pmc.ncbi.nlm.nih.gov/articles/PMC7547992/
https://pmc.ncbi.nlm.nih.gov/articles/PMC7547992/
https://arthritis.ca/treatment/medication/biologics-biosimilars/
https://biosimilars.jointhealth.org/facts/
https://cdhf.ca/en/biosimilar-library/
https://www.sciencedirect.com/science/article/pii/S1590865825002221
https://www.sciencedirect.com/science/article/pii/S1590865825002221
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Osteoporosis 
 Osteoporosis Canada: Biosimilars 

 Osteoporosis Canada: Video: Biosimilar for Patients on Denosumab 

 Osteoporosis Canada: Video: Biologics and Biosimilars – An Overview for Healthcare 
Providers 

Asthma/Allergy 
 Asthma.ca: Biologic Treatment for Asthma 

Denosumab 
 Equivalence trial of proposed denosumab biosimilar GP2411 and reference 

denosumab in postmenopausal osteoporosis: the ROSALIA study 

Omalizumab 
 Efficacy and safety of CT-P39, an omalizumab biosimilar, in chronic spontaneous 

urticaria: 16-week follow-up study 

 CT-P39 Compared With Reference Omalizumab in Chronic Spontaneous Urticaria: 
Results From a Double-Blind, Randomized, Active-Controlled, Phase 3 Study 

Tocilizumab 
 Efficacy and safety of CT-P47 versus reference tocilizumab: 32-week results of a 

randomized, active-controlled, double-blind, phase III study in patients with 
rheumatoid arthritis, including 8 weeks of switching data from reference tocilizumab 
to CT-P47 

Ustekinumab 
 Jamteki™  

Randomized, double-blind, multicenter study to evaluate efficacy, safety, tolerability, 
and immunogenicity between AVT04 and the reference product ustekinumab in 
patients with moderate-to-severe chronic plaque psoriasis 

 Otulfi®   
A Randomised, Double-Blind Trial to Compare the Efficacy, Safety, and 
Immunogenicity of the Biosimilar Ustekinumab FYB202 with Reference Ustekinumab 
in Patients with Moderate-to-Severe Plaque Psoriasis 

 Wezlana™   
Efficacy and safety of the ustekinumab biosimilar ABP 654 in patients with moderate-
to-severe plaque psoriasis: a randomized double-blinded active-controlled 
comparative clinical study over 52 weeks 
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