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Overview
Invokana is a diabetes medicine that contains the active substance canagliflozin. It is used together with diet and exercise to treat adults with type 2 diabetes.
Invokana can be used on its own in patients who cannot take metformin (another diabetes medicine) or it can be used as an ‘add-on’ to other diabetes medicines.
How is Invokana used?
Invokana is available as tablets and can only be obtained with a prescription. The tablets are taken once a day, preferably before the first meal of the day. The recommended starting dose is 100 mg once a day. If appropriate, the dose can be increased to 300 mg once a day.
For more information about using Invokana, see the package leaflet or contact your doctor or pharmacist.




How does Invokana work?
Type 2 diabetes is a disease in which the pancreas does not make enough insulin to control the level of glucose in the blood or when the body is unable to use insulin effectively. This leads to high levels of glucose in the blood and other complications.
The active substance in Invokana, canagliflozin, works by blocking a protein in the kidneys called sodium?glucose co?transporter 2 (SGLT2). SGLT2 absorbs glucose from the urine back into the bloodstream as the blood is filtered in the kidneys. By blocking the action of SGLT2, Invokana causes more glucose to be removed via the urine, thereby reducing the levels of glucose in the blood.
SGLT2 also absorbs sodium from the urine into the bloodstream. Blocking the action of SGLT2 leads to a reduction of sodium in the blood reducing the pressure in the kidney and slowing the progression of diabetic kidney disease.




What benefits of Invokana have been shown in studies?
Invokana’s effects on blood glucose levels have been evaluated in 9 main studies involving a total of around 10,000 patients with type 2 diabetes. In all of the studies, the main measure of effectiveness was the reduction in the level of a substance in the blood called glycosylated haemoglobin (HbA1c), which gives an indication of how well the blood glucose is controlled.
Invokana was shown to be more effective than placebo, and at least as effective as comparator medicines, at reducing the levels of HbA1c when used alone or in combination with other diabetes medicines:
	When Invokana was used on its own at a dose of 100 mg, it decreased HbA1c levels by 0.91 percentage points more than placebo after 26 weeks, while the 300 mg dose led to a reduction of 1.16 percentage points more than placebo.
	Across the studies that looked at Invokana when used as add-on to one or two other diabetes medicines, the reductions in HbA1c levels after 26 weeks compared with placebo ranged from 0.76 percentage points to 0.92 percentage points with the 300 mg dose, and from 0.62 percentage points to 0.74 percentage points with the 100 mg dose.
	When Invokana was used as add-on to insulin at a dose of 300 mg, it decreased HbA1c levels by 0.73 percentage points more than placebo after 18 weeks, while the 100 mg dose led to a reduction of 0.65 percentage points more than placebo.
	Invokana was also shown to be at least as effective as the diabetes medicines glimepiride and sitagliptin after 52 weeks of treatment.
	The study in patients with moderately reduced kidney function showed that the effects of Invokana were reduced in these patients, but still clinically relevant: the reduction of HbA1c levels compared with placebo was 0.3 percentage points with the 100 mg dose.
	The study in older patients showed that Invokana had clinically relevant effects in patients above 75 years of age with HbA1c reductions compared with placebo of 0.70 percentage points and 0.57 percentage points with the 300 mg and 100 mg doses, respectively

In addition, Invokana’s effects on the heart and diabetic kidney disease were studied in 3 main studies: 
	In two studies involving over 10,000 patients who had heart disease or were at risk of developing it, treatment with Invokana for 149 weeks reduced the risk of heart problems or stroke: in the Invokana group there were 27 occurrences of a heart attack, stroke or death from problems in the heart and blood circulation per 1000 patient-years compared with 32 occurrences with placebo.
	Invokana was also shown to be  effective in slowing the progression in diabetic kidney disease in patients with type 2 diabetes. In a study in 4,000 patients with mildly or moderately reduced kidney function, patients received either Invokana or placebo on top of standard treatment. With Invokana, 11% of patients (245 out of 2,202) had substantial worsening of kidney function or died from kidney and heart problems compared with 16% (340 out of 2,199) of patients on placebo. When compared to placebo, the effect on kidney function was largely independent from the blood-glucose-lowering effect of Invokana.





What are the risks associated with Invokana?
The most common side effects (which may affect more than 1 in 10 people) with Invokana are hypoglycaemia (low blood glucose levels) when used together with insulin or a sulphonylurea, vulvovaginal candidiasis (thrush, a fungal infection of the female genital area caused by Candida) and urinary tract infection (infection of the structure that carries the urine).
For the full list of side effects of Invokana, see the package leaflet.




Why is Invokana authorised in the EU?
The European Medicines Agency decided that Invokana’s benefits are greater than its risks and it can be authorised for use in the EU. Invokana was shown to be effective at controlling blood glucose levels in patients with type 2 diabetes and at reducing diabetic kidney disease and heart complications. Regarding its safety, this was considered similar to other medicines of the same class (SGLT2 inhibitors). Important side effects identified included dehydration and urinary tract infection, but these were considered manageable.




What measures are being taken to ensure the safe and effective use of Invokana?
Recommendations and precautions to be followed by healthcare professionals and patients for the safe and effective use of Invokana have been included in the summary of product characteristics and the package leaflet.
As for all medicines, data on the use of Invokana are continuously monitored. Side effects reported with Invokana are carefully evaluated and any necessary action taken to protect patients.




Other information about Invokana
Invokana received a marketing authorisation valid throughout the EU on 15 November 2013. 
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Product details

	Name of medicine


	            Invokana
          


	Active substance


	            canagliflozin
          


	International non-proprietary name (INN) or common name


	            canagliflozin
          


	Therapeutic area (MeSH)


	            Diabetes Mellitus, Type 2
          


	Anatomical therapeutic chemical (ATC) code


	            A10BK02
          



Pharmacotherapeutic group
 Drugs used in diabetes
          
Therapeutic indication
Invokana is indicated for the treatment of adults with insufficiently controlled type 2 diabetes mellitus as an adjunct to diet and exercise:
	as monotherapy when metformin is considered inappropriate due to intolerance or contraindications
	in addition to other medicinal products for the treatment of diabetes.

For study results with respect to combination of therapies, effects on glycaemic control, cardiovascular and renal events, and the populations studied, see sections 4.4, 4.5 and 5.1.


Authorisation details

	EMA product number


	            EMEA/H/C/002649
          


	Marketing authorisation holder


	            Janssen-Cilag International NVTurnhoutseweg 30
B-2340 Beerse
Belgium



	Opinion adopted


	            19/09/2013
          


	Marketing authorisation issued


	            15/11/2013
          


	Revision


	            23
          




Assessment history
Changes since initial authorisation of medicine

Invokana : EPAR - Procedural steps taken and scientific information after authorisation
First published:  04/09/2014Last updated:  27/07/2023





                      English (EN)
                                 (323.69 KB - PDF)View



Invokana-H-C-2649-II-46 : EPAR - Assessment Report - Variation
AdoptedFirst published:  06/08/2020Last updated:  06/08/2020Reference Number:  EMA/306073/2020





                      English (EN)
                                 (4.44 MB - PDF)View



Invokana-H-C-PSUSA-00010077-201903 : EPAR - Scientific conclusions and grounds recommending the variation to the terms of the marketing authorisation
First published:  12/02/2020Last updated:  12/02/2020Reference Number:  EMA/67311/2020





                      English (EN)
                                 (118.38 KB - PDF)View



Invokana-H-A20-1442-C-2649-0018 : EPAR - Assessment Report- Article 20
AdoptedFirst published:  05/07/2017Last updated:  05/07/2017Reference Number:  EMA/PRAC/637349/2016Summary:  Procedure under Article 20 of Regulation (EC) No 726/2004 resulting from pharmacovigilance data
SGLT2 inhibitors and lower limb amputation (canagliflozin, dapagliflozin, empagliflozin-containing medicines)






                      English (EN)
                                 (254.07 KB - PDF)View



Invokana-H-A20-1442-C-2649-0018 : EPAR - Scientific Conclusion - Article 20
First published:  05/07/2017Last updated:  05/07/2017Summary:  Sodium-glucose co-transporter 2 (SGLT2) inhibitors are used together with diet and exercise in patients with type 2 diabetes, either alone or in combination with other diabetes medicines.






                      English (EN)
                                 (41.36 KB - PDF)View
Other languages (24)

                                      български (BG)
                                                         (84.18 KB - PDF)
View



                                      español (ES)
                                                         (41.99 KB - PDF)
View



                                      čeština (CS)
                                                         (78.08 KB - PDF)
View



                                      dansk (DA)
                                                         (41.03 KB - PDF)
View



                                      Deutsch (DE)
                                                         (44.39 KB - PDF)
View



                                      eesti keel (ET)
                                                         (40.46 KB - PDF)
View



                                      ελληνικά (EL)
                                                         (84.71 KB - PDF)
View



                                      français (FR)
                                                         (42.93 KB - PDF)
View



                                      hrvatski (HR)
                                                         (76.27 KB - PDF)
View



                                      íslenska (IS)
                                                         (40.74 KB - PDF)
View



                                      italiano (IT)
                                                         (40.72 KB - PDF)
View



                                      latviešu valoda (LV)
                                                         (76.13 KB - PDF)
View



                                      lietuvių kalba (LT)
                                                         (72.25 KB - PDF)
View



                                      magyar (HU)
                                                         (60.56 KB - PDF)
View



                                      Malti (MT)
                                                         (83.36 KB - PDF)
View



                                      Nederlands (NL)
                                                         (42.37 KB - PDF)
View



                                      norsk (NO)
                                                         (40.5 KB - PDF)
View



                                      polski (PL)
                                                         (62.96 KB - PDF)
View



                                      português (PT)
                                                         (42.06 KB - PDF)
View



                                      română (RO)
                                                         (78.32 KB - PDF)
View



                                      slovenčina (SK)
                                                         (70.79 KB - PDF)
View



                                      slovenščina (SL)
                                                         (75.63 KB - PDF)
View



                                      Suomi (FI)
                                                         (40.53 KB - PDF)
View



                                      svenska (SV)
                                                         (41.68 KB - PDF)
View







Invokana-H-C-2649-A20-1419-0011 : EPAR - Assessment Report - Article 20
AdoptedFirst published:  19/05/2016Last updated:  19/05/2016Reference Number:  EMA/PRAC/50218/2016Summary:  Procedure under Article 20 of Regulation (EC) No 726/2004 resulting from pharmacovigilance data






                      English (EN)
                                 (264.09 KB - PDF)View



Invokana : EPAR - Scientific Conclusion
First published:  12/05/2016Last updated:  12/05/2016





                      English (EN)
                                 (44.81 KB - PDF)View
Other languages (22)

                                      български (BG)
                                                         (71.82 KB - PDF)
View



                                      español (ES)
                                                         (36.83 KB - PDF)
View



                                      čeština (CS)
                                                         (70.24 KB - PDF)
View



                                      dansk (DA)
                                                         (36.99 KB - PDF)
View



                                      Deutsch (DE)
                                                         (39.88 KB - PDF)
View



                                      eesti keel (ET)
                                                         (34.87 KB - PDF)
View



                                      ελληνικά (EL)
                                                         (73.56 KB - PDF)
View



                                      français (FR)
                                                         (37.74 KB - PDF)
View



                                      hrvatski (HR)
                                                         (64.39 KB - PDF)
View



                                      italiano (IT)
                                                         (35.32 KB - PDF)
View



                                      latviešu valoda (LV)
                                                         (64.37 KB - PDF)
View



                                      lietuvių kalba (LT)
                                                         (69.91 KB - PDF)
View



                                      magyar (HU)
                                                         (56.94 KB - PDF)
View



                                      Malti (MT)
                                                         (73.22 KB - PDF)
View



                                      Nederlands (NL)
                                                         (36.58 KB - PDF)
View



                                      polski (PL)
                                                         (59.28 KB - PDF)
View



                                      português (PT)
                                                         (36.67 KB - PDF)
View



                                      română (RO)
                                                         (69.21 KB - PDF)
View



                                      slovenčina (SK)
                                                         (67.54 KB - PDF)
View



                                      slovenščina (SL)
                                                         (64.02 KB - PDF)
View



                                      Suomi (FI)
                                                         (35.58 KB - PDF)
View



                                      svenska (SV)
                                                         (35.79 KB - PDF)
View







Invokana-H-C-PSUSA-00010077-201503 : EPAR - Scientific conclusions and grounds recommending the variation to the terms of the marketing authorisation
First published:  13/01/2016Last updated:  13/01/2016Reference Number:  EMA/766757/2015





                      English (EN)
                                 (67.81 KB - PDF)View



Invokana-H-C-2649-PSUSA-00010077-201411: EPAR - Scientific conclusions and grounds recommending the variation to the terms of the marketing authorisation
First published:  28/09/2015Last updated:  28/09/2015Reference Number:  EMA/602249/2015Summary:  Procedure No. EMEA/H/C/PSUSA/00010077/201411






                      English (EN)
                                 (75.44 KB - PDF)View







Initial marketing authorisation documents

Invokana : EPAR - Public assessment report
AdoptedFirst published:  29/11/2013Last updated:  29/11/2013Reference Number:  EMA/374133/2013





                      English (EN)
                                 (1.77 MB - PDF)View



CHMP summary of positive opinion for Invokana
AdoptedFirst published:  20/09/2013Last updated:  20/09/2013Reference Number:  EMA/CHMP/564958/2013





                      English (EN)
                                 (62.92 KB - PDF)View








News on Invokana
Meeting highlights from the Committee for Medicinal Products for Human Use (CHMP) 25-28 May 2020
29/05/2020


SGLT2 inhibitors: PRAC makes recommendations to minimise risk of diabetic ketoacidosis
12/02/2016


Meeting highlights from the Pharmacovigilance Risk Assessment Committee (PRAC) 8-11 June 2015
12/06/2015


Meeting highlights from the Committee for Medicinal Products for Human Use (CHMP) 16-19 September 2013
20/09/2013




More information on 
Invokana
	EMEA-001030-PIP01-10-M10 - paediatric investigation plan

	SGLT2 inhibitors - referral

	SGLT2 inhibitors (previously canagliflozin) - referral


Topics
	Medicines






This page was last updated on 27/07/2023
Share this page




How useful do you find this page?
1
2
3
4
5

















Product emergency hotline
OUTSIDE WORKING HOURS



About us
What we do
Careers
Committees & working parties
Regulatory network
European experts

Languages
Frequently asked questions
Glossaries
About this website
Privacy
Cookies

Search tips
Access to documents
Contacts
Send a question
EMA Service Desk (system support)
Services and databases

European Medicines Agency
Domenico Scarlattilaan 6
1083 HS Amsterdam
The Netherlands
Tel: +31 (0)88 781 6000
How to find us
Postal address and deliveries
Business hours and holidays


	
          RSS Feed
        
	
          Twitter
        
	
          YouTube
        
	
          LinkedIn
        



    © 1995 - 2024 European Medicines Agency
  
    European Union agencies network
    
    An agency of the European Union
    





  


    
    




  