
For further information on safety, please refer  
to the Summary of Product Characteristics.

Prescribing information and adverse event reporting
can be found at the end of this document.

Latest ADA/EASD 2019  
type 2 diabetes consensus report  

acknowledges hypoglycaemia risk  
as a clinical consideration1

Tresiba® is a basal insulin for the treatment of diabetes mellitus 
in adults, adolescents and children from the age of 1 year2

ADA=American Diabetes Association; EASD=European  
Association for the Study of Diabetes.



Latest ADA/EASD 2019 type 2 diabetes  
consensus report 

Clinical  
recommendations1

ADA=American Diabetes Association; ASCVD=atherosclerotic cardiovascular disease; CKD=chronic kidney disease; EASD=European Association for the Study of Diabetes.

Consider a basal insulin with a lower risk of 
hypoglycaemia, in patients without established  
ASCVD or CKD, when there is a compelling need  
to minimise hypoglycaemia1 



Tresiba® provides flexibility in daily dosing  
when needed2*

Wednesday: 9AMTuesday: 8AMMonday: 10AM

Once-daily dosing2

 On occasions, when 
administration at the 
same time of the day is not 
possible, Tresiba® allows for 
flexibility in timing of insulin 
administration – a minimum  
of 8 hours between injections 
should always be ensured

 Establishing a routine is 
important and Tresiba® should 
be dosed once daily, preferably 
at the same time every day

* There is no clinical experience 
with flexibility in dosing 
time of Tresiba® in children 
and adolescents

With Tresiba®, a long duration of action 
greater than 42 hours allows for flexibility  
in day-to-day dosing time when needed2*



Tresiba® is available in the  
easy-to-use FlexTouch®3–6

Tresiba® FlexTouch® U100: 
Up to 80 units in one injection2

Tresiba® FlexTouch® U200: 
Up to 160 units in one injection2

Non-extending dose button and 
low injection force6 means it is 
easy to perform an injection, 
regardless of dose3–6

End-of-dose click to support 
patient confidence in  
accurate dose delivery3–5,7*

Over 80% of patients  
and HCPs preferred to use 
FlexTouch® vs SoloSTAR®†  
or KwikPen®3–5‡

Confidence in  
insulin delivery3–5,7

Preferred by  
patients and HCPs3–5Easy to use3–6

Other prefilled  
pens extend as 
dose increases

Tresiba® Penfill® U100 cartridges are also available for use with Novo Nordisk durable insulin pen devices

* After the dose display has returned to zero, the needle should be kept under the skin for at least 6 seconds to ensure the full dose is delivered.
  † Insulin glargine 100 units/mL.
  ‡ In two usability studies, n=120 and n=160.3,4



* Achieved with equivalent glycaemic control. Reduction in rates of overall and nocturnal 
hypoglycaemia were also significant for the full trial period; reduction in rates of severe 

hypoglycaemia were not significant in the maintenance period.8

VS GLARGINE U100 

Tresiba® = 55.2 vs glargine U100 = 93.6  
episodes per 100 patient-years of exposure, P<0.001

in patients with type 2 diabetes in the SWITCH 2 trial  
(maintenance period)8*

REDUCTION IN NOCTURNAL  
HYPOGLYCAEMIA WITH TRESIBA®8

42% 
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Prescribing Information
Tresiba®

Please consult the full Summary of Product Characteristics before prescribing
Insulin degludec

Tresiba® FlexTouch® 100 units/mL
Tresiba® FlexTouch® 200 units/mL
Tresiba® Penfill® 100 units/mL
All presentations contain insulin degludec. 
Tresiba® 100 units/mL - 1 mL of solution contains 100 units insulin degludec 
(equivalent to 3.66 mg). One pre-filled device or one cartridge contains 300 units of 
insulin degludec in 3mL solution. Tresiba® 200 units/mL - 1 mL of solution contains 200 
units insulin degludec (equivalent to 7.32 mg). One pre-filled device contains 600 units 
of insulin degludec in 3mL solution. Indication: Treatment of diabetes mellitus in 
adults, adolescents and children from the age of 1  year. Posology and 
administration: This medicinal product is a basal insulin for once-daily subcutaneous 
administration, any time of day preferably at the same time of day. On occasions when 
not administered at the same time of day, a minimum of 8 hours between injections 
should be ensured. There is no clinical experience with flexibility in dosing time of 
Tresiba® in children and adolescents. One (1) unit of insulin degludec corresponds to 1 
international unit of human insulin, 1 unit of insulin glargine/insulin detemir. If a dose 
is forgotten, the dose should be taken on discovery and usual once daily dosing should 
then be resumed. In patients with type 2 diabetes mellitus this medicinal product can 
be used alone, in combination with oral antidiabetic medicinal products or with a bolus 
insulin; the recommended starting dose is 10 units. In type 1 diabetes mellitus, Tresiba® 
is to be used once-daily and must be combined with short/rapid-acting insulin. Tresiba® 
is available in 100 units/mL and 200 units/mL. For the 100 units/mL a dose of 1-80 
units per injection, in steps of 1 unit can be administered; for the 200 units/mL a dose 
of 2-160 units per injection, in steps of 2 units can be administered. The dose counter 
shows the number of units regardless of strength. No dose conversion should be done 
when transferring to a new strength. During transfer from other insulins; in type 2 
diabetes taking once-daily basal, basal-bolus, premix or self-mixed insulin therapy 
changing the basal insulin to Tresiba® can be done unit-to-unit, based on the previous 
basal insulin component; a dose reduction of 20% of previous basal insulin component 
should be considered when transferring from twice daily basal insulin or insulin 
glargine (300 units/mL). In type 1 diabetes a dose reduction of 20% of the previous 
basal insulin component should be considered with subsequent individual dosage 
adjustments based on glycaemic response. Doses/times of concomitant treatment may 
require adjustment. In all cases doses should be adjusted based on individual patients’ 
needs; fasting plasma glucose is recommended to be used for optimising glycaemic 
control. Use of Tresiba® in combination with GLP-1 receptor agonists in patients with 

type 2 diabetes mellitus: When adding Tresiba® to GLP-1 receptor agonists, the 
recommended daily starting dose is 10  units followed by individual dosage 
adjustments. When adding GLP-1 receptor agonists to Tresiba®, it is recommended to 
reduce the dose of Tresiba® by 20% to minimise the risk of hypoglycaemia. 
Subsequently, dosage should be adjusted individually. In elderly and patients with 
renal/hepatic impairment glucose monitoring should be intensified and the dose 
adjusted on an individual basis. The safety/efficacy of Tresiba® has been demonstrated 
in a long term trial in children aged 1 to less than 18  years. There is no clinical 
experience with the use of this medicinal product in children below the age of 1 year. 
The frequency, type and severity of adverse reactions in the paediatric population do 
not indicate differences to the experience in the general diabetes population. This 
medicinal product must not be administered intravenously, intramuscularly or in insulin 
infusion pumps. It must not be drawn from the cartridge of the pre-filled pen into a 
syringe. It should be administered subcutaneously in the thigh, upper arm or abdominal 
wall. Adjustment of dose may be necessary if patients undertake increased physical 
activity, change their diet or during concomitant illness. Tresiba® comes in a pre-filled 
pen, FlexTouch® (2 concentrations) or cartridge, Penfill® designed to be used with 
NovoFine®/NovoTwist® needles and for Penfill® Novo Nordisk insulin delivery systems. 
Patients should be instructed to always use a new needle. The re-use of insulin pen 
needles increases the risk of blocked needles, which may cause under- or overdosing. 
Contraindications: Hypersensitivity to the active substance or to any of the 
excipients. Special warnings and precautions for use: Too much insulin, 
omission of a meal or unplanned strenuous exercise may lead to hypoglycaemia. In 
children, care should be taken to match insulin doses (especially in basal-bolus 
regimens) with food intake and physical activities in order to minimise the risk of 
hypoglycaemia. Reduction of warning symptoms of hypoglycaemia may be seen upon 
tightening control and also in patients with long-standing diabetes. As with any basal 
insulin, the prolonged effect of Tresiba® may delay recovery from hypoglycaemia. 
Administration of rapid-acting insulin is recommended in situations with severe 
hyperglycaemia. Use of inadequate doses or discontinuation of treatment may lead to 
hyperglycaemia and ketoacidosis which are potentially lethal. Transferring to a new 
type, brand or manufacturer of insulin should be done under strict medical supervision. 
Cases of cardiac failure  reported when pioglitazone was used in combination with 
insulin, especially in patients with risk factors for development of cardiac heart failure; 
if the combination is used, patients should be observed for signs and symptoms of 
heart failure, weight gain and oedema. Pioglitazone should be discontinued if any 
deterioration in cardiac symptoms occurs. Intensification of insulin therapy with sudden 
improvement in glycaemic control may be associated with a temporary worsening of 
diabetic retinopathy. Patients must be instructed to check the insulin label before each 
injection to avoid accidental mix-ups between the two strengths of Tresiba® and other 
insulins. Patients who are blind/have poor vision must get assistance from another 

person with good vision who is trained in using the insulin device. To avoid dosing 
errors and potential overdose, patients and healthcare professionals should never use 
a syringe to draw the medicinal product from the cartridge in the pre-filled pen. Insulin 
administration may cause antibodies to form; due to the presence of antibodies in rare 
cases adjustment of dose may be necessary. Hypoglycaemia may constitute a risk when 
driving or operating machinery. Patients must be advised to take precautions to avoid 
hypoglycaemia while driving. Tresiba® must not be mixed with other medicinal 
products. Patients must be instructed to perform continuous rotation of the injection 
site to reduce the risk of developing lipodystrophy and cutaneous amyloidosis. There is 
a potential risk of delayed insulin absorption and worsened glycaemic control following 
insulin injections at sites with these reactions. A sudden change in the injection site to 
an unaffected area has been reported to result in hypoglycaemia. Blood glucose 
monitoring is recommended after the change in the injection site, and dose adjustment 
of antidiabetic medications may be considered. In order to improve the traceability of 
biological medicinal products, the name and the batch number of the administered 
product should be clearly recorded. Fertility, pregnancy and lactation: There is 
no clinical experience with the use of Tresiba® in pregnant women and during breast 
feeding. Animal reproduction studies with insulin degludec have not revealed any 
adverse effects on fertility. Undesirable effects: Adverse events in clinical trials 
which could be considered serious include: (≥1/10): Hypoglycaemia (≥1/100 to 
<1/10): n/a (≥1/1,000 to <1/100): n/a (≥1/10,000 to <1/1,000): Immediate-type 
allergic reactions (<1/10,000): n/a Other Very common (≥1/10): n/a Other 
Common (≥1/100 to <1/10):  Injection site reactions Of medical interest: n/a The 
Summary of Product Characteristics should be consulted in relation to other adverse 
reactions. MA numbers and Basic NHS Price: 5 x 3 ml 100 U/mL Penfill® 
EU/1/12/807/007 £46.60; 5 x 3 ml 100 U/mL FlexTouch® EU/1/12/807/004 £46.60; 3 
x 3 ml 200 U/mL FlexTouch® EU/1/12/807/013 £55.92. Legal category: POM. For 
full prescribing information please refer to the SmPC which can be obtained from: 
Novo Nordisk Limited, 3 City Place, Beehive Ring Road, Gatwick, West Sussex, RH6 
0PA. Marketing Authorisation Holder: Novo Nordisk A/S, Novo Allé, DK-2880 
Bagsværd, Denmark. Date last revised: September 2020

Tresiba®, FlexTouch®, Penfill®, NovoFine® and NovoTwist® are trademarks 
owned by Novo Nordisk A/S.

Adverse events should be reported. Reporting forms and 
information can be found at www.mhra.gov.uk/yellowcard or 

search for MHRA Yellow Card in the Google Play or Apple App Store. 
Adverse events should also be reported to Novo Nordisk Limited 
(Telephone Novo Nordisk Customer Care Centre 0845 6005055). 

Calls may be monitored for training purposes.


