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Health Canada Approves New Indication for INVOKANA®* (canagliflozin) to 

Reduce the Risks Associated with Diabetic Kidney Disease in Patients with  

Type 2 Diabetes 

 

INVOKANA® is the only diabetes treatment in Canada approved  

to treat this patient group 

 

TORONTO, ON (January 28, 2020) – The Janssen Pharmaceutical Companies of 

Johnson & Johnson announced today that following a Priority Review, Health 

Canada has approved INVOKANA® (canagliflozin) as an adjunct to diet, exercise, 

and standard-of-care therapy, to reduce the risk of end-stage kidney disease 

(ESKD), doubling of serum creatinine, and cardiovascular (CV) death in adult 

patients with type 2 diabetes mellitus and diabetic nephropathy (also known as 

diabetic kidney disease) with albuminuria (>33.9mg/mmol).1  

 

Diabetes is the leading cause of kidney disease in Canada; up to one in two people 

with diabetes will experience signs of kidney damage in their lifetime.2 Diabetic 

kidney disease (DKD) is progressive and if left untreated, can lead to dialysis or 

kidney transplant.3 In addition, people living with diabetic kidney disease are at a 

high risk for heart attack and stroke.4 

 



   
 

Page 2 of 6 

 

“This is an important advancement given the increased prevalence of diabetic 

kidney disease in those living with type 2 diabetes,” said Adeera Levin, M.D., 

F.R.C.P.C., F.A.C.P., C.M., Head, Division of Nephrology, Professor of Medicine, 

University of British Columbia, Executive Director, BC Provincial Renal Agency and 

CREDENCE National Lead Investigator for Canada.** “With this new indication for 

INVOKANA , physicians are now able to offer a treatment option that reduces the 

cardiovascular and kidney risks associated with diabetic kidney disease.” 

 

The new indication is based on results from the landmark Phase 3 CREDENCE 

study, the first dedicated renal outcomes study of any sodium-glucose co-

transporter 2 (SGLT2) inhibitor in patients with type 2 diabetes and diabetic 

nephropathy. In CREDENCE, INVOKANA® added to standard-of-care therapy 

demonstrated a 30 per cent reduction in the risk of the primary composite 

endpoint, comprised of end-stage kidney disease (ESKD), doubling of serum 

creatinine and renal or CV death, compared to standard-of-care therapy alone.5 

Results also showed INVOKANA® reduced the risk of secondary CV endpoints, 

including a 31 per cent reduction in the risk of the composite of CV death or 

hospitalization for heart failure, a 20 per cent reduction in MACE (major adverse 

cardiovascular events; composite of CV death, nonfatal myocardial infarction [MI] 

and nonfatal stroke), and a 39 per cent reduction in the risk of hospitalization for 

heart failure alone. Importantly, the study showed no imbalance in lower limb 

amputations or bone fractures and no new safety concerns were identified in this 

study of high-risk renal patients.  

 

About CREDENCE 

CREDENCE (Canagliflozin and Renal Events in Diabetes with Established 

Nephropathy Clinical Evaluation) is a randomized, double-blind, event-driven, 

placebo-controlled, parallel-group, 2-arm, multicentre trial that evaluated 4,401 

patients with type 2 diabetes, Stage 2 or 3 chronic kidney disease (defined as an 

estimated glomerular filtration rate [eGFR] of ≥30 to <90 mL/min/1.73 m2) and 

macroalbuminuria (urinary albumin-to-creatinine ratio [ACR] >33.9 mg/mmol to 

≤565.6 mg/mmol). All patients in the trial were receiving standard-of-care therapy, 

https://www.nejm.org/doi/10.1056/NEJMoa1811744
https://www.nejm.org/doi/10.1056/NEJMoa1811744
https://www.nejm.org/doi/10.1056/NEJMoa1811744
https://www.nejm.org/doi/10.1056/NEJMoa1811744
https://www.jnj.com/invokana-canagliflozin-significantly-reduced-major-cardiovascular-events-and-kidney-failure-in-patients-with-type-2-diabetes-and-chronic-kidney-disease-in-new-credence-analysis
https://www.jnj.com/invokana-canagliflozin-significantly-reduced-major-cardiovascular-events-and-kidney-failure-in-patients-with-type-2-diabetes-and-chronic-kidney-disease-in-new-credence-analysis
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including a maximum tolerated labeled daily dose of an angiotensin-converting 

enzyme (ACE) inhibitor or angiotensin II receptor blocker (ARB).  

 

ABOUT INVOKANA® 

INVOKANA® is an oral, once-daily prescription treatment used to lower blood glucose 

(sugar) levels in adults with type 2 diabetes.6 INVOKANA® belongs to a class of 

medications called sodium glucose co-transporter 2 inhibitors, which offer a novel 

approach to treating type 2 diabetes by increasing the excretion of glucose in the urine, 

resulting in a reduction of blood glucose.7 INVOKANA® has been studied in more than 

18,000 patients with type 2 diabetes across 14 double-blind, controlled Phase 3 and 

Phase 4 clinical trials. 

 

INVOKANA® was approved by Health Canada on May 23, 2014 as monotherapy or 

in combination with other antihyperglycemic agents as an adjunct to diet and 

exercise to improve glycemic control in adult patients with type 2 diabetes. 

INVOKANA® received Health Canada approval for reduction of the risk of major adverse 

cardiovascular events on October 17, 2018 and was approved as an adjunct to diet, 

exercise, and standard-of-care therapy to reduce the risk of ESKD, doubling of serum 

creatinine, and CV death in adults with type 2 diabetes and diabetic kidney disease on 

January 24, 2020.8 INVOKANA® is currently approved as a single agent in 79 

countries. 

 

Common side effects reported with INVOKANA® include vaginal yeast infection, 

hypoglycemia, yeast infection of the penis, urinary tract infection, increased 

urination, constipation, skin ulcer, nausea and thirst.  

 

Please consult the Product Monograph available at 

www.janssen.com/canada/products for important information relating to:   

• Contraindications: patients hypersensitive to drug or any ingredient in the 

formulation or patients on dialysis. 

• The most serious warnings and precautions regarding diabetic ketoacidosis 

(DKA) and lower limb amputation.  
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• Other relevant warnings and precautions regarding: reduced intravascular 

volume; hypoglycemia; increases in LDL-C; necrotizing fasciitis of the perineum 

(Fournier’s gangrene); elevated hemoglobin/hematocrit; hypersensitivity 

reactions, including angioedema and anaphylaxis; bone fracture; use in patients 

with severe hepatic impairment, or in pregnant and nursing women; assess prior 

to dosing and monitor renal function.  

 

Canagliflozin is licensed from Mitsubishi Tanabe Pharma Corporation. Trademarks 

are those of their respective owners.  

 

About the Janssen Pharmaceutical Companies of Johnson & Johnson 

At Janssen, we’re creating a future where disease is a thing of the past. We’re the 

Pharmaceutical Companies of Johnson & Johnson, working tirelessly to make that 

future a reality for patients everywhere by fighting sickness with science, improving 

access with ingenuity, and healing hopelessness with heart. We focus on areas of 

medicine where we can make the biggest difference: Cardiovascular & Metabolism, 

Immunology, Infectious Diseases & Vaccines, Neuroscience, Oncology, and 

Pulmonary Hypertension. 

Learn more at www.janssen.com/canada. Follow us at 

www.twitter.com/JanssenCanada. Janssen Inc. is one of the Janssen 

Pharmaceutical Companies of Johnson & Johnson. 

# # # 

*All trademark rights used under license.  

**Dr. Levin was not compensated for any media work. She has been compensated as a 

consultant. 

Cautions Concerning Forward-Looking Statements 

This press release contains "forward-looking statements" as defined in the Private 

Securities Litigation Reform Act of 1995 regarding INVOKANA®. The reader is 

cautioned not to rely on these forward-looking statements. These statements are 

http://www.janssen.com/canada
http://www.janssen.com/canada
http://www.twitter.com/JanssenCanada
http://www.twitter.com/JanssenCanada
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based on current expectations of future events. If underlying assumptions prove 

inaccurate or known or unknown risks or uncertainties materialize, actual results 

could vary materially from the expectations and projections of Janssen Inc., any of 

the other Janssen Pharmaceutical Companies and/or Johnson & Johnson. Risks and 

uncertainties include, but are not limited to: challenges and uncertainties inherent 

in product research and development, including the uncertainty of clinical success 

and of obtaining regulatory approvals; uncertainty of commercial success; 

manufacturing difficulties and delays; competition, including technological 

advances, new products and patents attained by competitors; challenges to 

patents; product efficacy or safety concerns resulting in product recalls or 

regulatory action; changes in behavior and spending patterns of purchasers of 

health care products and services; changes to applicable laws and regulations, 

including global health care reforms; and trends toward health care cost 

containment. A further list and descriptions of these risks, uncertainties and other 

factors can be found in Johnson & Johnson's Annual Report on Form 10-K for the 

fiscal year ended December 30, 2018, including in the sections captioned 

“Cautionary Note Regarding Forward-Looking Statements” and “Item 1A. Risk 

Factors,” and in the company’s most recently filed Quarterly Report on Form 10-Q, 

and the company’s subsequent filings with the Securities and Exchange 

Commission. Copies of these filings are available online at www.sec.gov, 

www.jnj.com or on request from Johnson & Johnson. None of the Janssen 

Pharmaceutical Companies nor Johnson & Johnson undertakes to update any 

forward-looking statement as a result of new information or future events or 

developments. 
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