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Il prof. Gian Paolo Fadini dichiara di aver ricevuto negli ultimi due anni compensi o
finanziamenti dalle seguenti Aziende Farmaceutiche e/o Diagnostiche:

- Abbott
- Astrazeneca
- Boehringer
- Lilly
- MSD
- Mundipharma
- Novartis
- Novonordisk
- Sanofi

Dichiara altresì il proprio impegno ad astenersi, nell’ambito dell’evento, dal nominare, in
qualsivoglia modo o forma, aziende farmaceutiche e/o denominazione commerciale e di non fare
pubblicità di qualsiasi tipo relativamente a specifici prodotti di interesse sanitario (farmaci,
strumenti, dispositivi medico-chirurgici, ecc.)
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DARWIN-T2DSID
DApagliflozin Real World evIdeNce in Type 2 DiabetesDApagliflozin Real World evIdeNce in Type 2 Diabetes

Clinical characteristics of type 2 diabetic patients at the time they 
start Dapagliflozin in the real world. 

A retrospective multicenter descriptive study
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DARWIN-T2D: Study features & objectives

DARWIN-T2D is a nation-wide, multicenter, retrospective study to evaluate Dapagliflozin in the real world 
clinical practice of Diabetology centers in Italy.

Primary objective
To describe the baseline clinical characteristics of type 2 diabetic patients who start Dapagliflozin
in the real world 

Secondary objectives
To describe the heterogeneity, regional variations, and temporal trends of the baseline clinical characteristics 

Exploratory objectives
To describe the changes in glycemic and non-glycemic efficacy parameters at the first available follow-up visit, at 
least 3 months after starting dapagliflozin. 

To preliminarily compare the baseline characteristics and the changes in glycemic and non-glycemic efficacy 
parameters between patients who start Dapagliflozin, a DPP-4 inhibitor, a long acting GLP-1RA, or 
gliclazide
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DARWIN-T2D

Primary results
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Quando esistono già RCTs sull’argomento:
- Confermare o meno gli effetti nella pratica clinica
- Valutare altre popolazioni
- Valutare altri endpoint (es. costi, …)

Quando non esistono RCTs sull’argomento:
- Fornire info su come disegnare RCT dedicati
- Generare ipotesi
- Fornire evidenze di livello medio
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Metanalysis of RCTs

SUs more effective at 3 months
but not at 12 or >12 months
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Take home messages

• Alle dosi utilizzate nella pratica clinica DPP-4i mostrano un
effetto ipoglicemizzante maggiore di SU, soprattutto come add-
on avanzato.
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GLP-1RA intraclass comparison
Background population

n = 281,217

Initiated on GLP-1RA
in 2015 - 2016

n = 2247

Liraglutide
n = 1642

Exenatide OW
n = 599

Liraglutide
n = 595

Exenatide OW
n = 214

Liraglutide
n = 410

Exenatide OW
n = 204

No follow-up data 
n = 1067

No follow-up data
n = 385

On basal insulin
n = 185

On basal insulin
n = 10
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DARWIN-T2D vs DURATION-6
Study characteristics DURATION-6 DARWIN-T2D

Design Randomized open-label Observational retrospective

Period 2010-2011 2015-2016

Centres / countries involved 105 / 19 46 / 1

Total number of patients 911 614

Follow-up duration, months 6.0 5.6

Therapies

Background therapy Oral Oral

Liraglutide dose, mg 1.80 1.27

Baseline patient characteristics

Age, years 57 61

Male, % 55 54

HbA1c, % 8.5 7.7

BMI, kg/m2 32.3 35

SBP/DBP, mm Hg 132/79 140/81

Total cholesterol, mg/dl 176 176

HDL cholesterol, mg/dl 43 45

LDL cholesterol, mg/dl 98 98

Efficacy / effectiveness

HbA1c, Liraglutide, % -1.48 -0.7

HbA1c, Exenatide OW, % -1.28 -0.7

Body weight, Liraglutide, kg -3.57 -2.5

Body weight, Exenatide OW, kg -2.68 -2.2Diapositiva preparata da GIAN PAOLO FADINI e ceduta alla Società Italiana di Diabetologia. 
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Take home messages

• Alle dosi utilizzate nella pratica clinica DPP-4i mostrano un
effetto ipoglicemizzante maggiore di SU, soprattutto come add-
on avanzato.

• Alle dosi utilizzate nella pratica clinica non si osservano le
differenze osservate in un trial di confronto tra GLP-1RA
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Dapagliflozin versus GLP-1RA
Background T2D population

(N=281,217)

N=2484 initiated 
dapagliflozin

N=830 had a follow-up visit
3-12 months after baseline

N=473 had data 
on combined endpoint

N=2247 initiated
a GLP-1RA

N=811 had a follow-up visit
3-12 months after baseline

N=336 had data 
on combined endpoint

Included in longitudinal 
assessment (n=17,285)

HbA1c declined significantly more in the GLP-1RA
group (by 0.32±0.07%; p<0.001)
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Take home messages

• Alle dosi utilizzate nella pratica clinica DPP-4i mostrano un
effetto ipoglicemizzante maggiore di SU, soprattutto come add-
on avanzato.

• Alle dosi utilizzate nella pratica clinica non si osservano le
differenze osservate in un trial di confronto tra GLP-1RA

• GLP-1RA ed SGLT2i possono essere equamente efficaci su
endpoint multipli, ma GLP-1RA risultano più potenti sulla glicata
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DARWINSID
DApagliflozin Real World evIdeNce – Follow-up study
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DARWIN-FUP: Study features & objectives

DARWIN-FUP is a nation-wide, multicenter, retrospective study to compare the efficacy of  
Dapagliflozin versus DPP-4i in the real world clinical practice of Diabetology centers in Italy.

General Objective
To compare the efficacy of the SGLT2i dapagliflozin versus DPP-4i on a combined endpoint 

composed by changes in HbA1c, body weight, and systolic blood pressure.

Primary endpoint
Simultaneous improvement of HbA1c (at least -0.5%), body weight (at least -2 kg), and systolic blood 
pressure (at least -2 mmHg).

Secondary endpoints
Simultaneous improvement of HbA1c (any reduction), body weight (any reduction), and systolic blood 
pressure (any reduction).

Exploratory endpoint
Variation in the overall complication burden, defined as new occurrence or worsening of any 
microangiopathy and new occurrence or worsening of any macroangiopathy.
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DARWIN-FUP
(dapagliflozin vs DPP-4i)

Center recruitment
First EC clearance Feb 2018
No. Centers qualified 65
No. Centers active 45

Software development March 2018

Patient data collection
First Center in Oct 2018
No. Centers with data in 42
No. of patients 

Total population 282,912 cross-sectional
Dapagliflozin 3053 with f-up Target = 1130
DPP-4i 5850 with f-up Target = 1130Diapositiva preparata da GIAN PAOLO FADINI e ceduta alla Società Italiana di Diabetologia. 
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