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Data source for clinical research

Clinical databases
- Anthropometric data,
- Blood exams

- Complications

- Therapies
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Clinical databases
- Adverse events
- Compliance d\e\’b

- Adher Qatg{

- H ngéh ’@0%
&3% il @

?Admlnlstratlve databases

- All clinical data




Link of data sources
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No. of pts . 6\6 O\
1120368 600\ \d\\a\\
l \g(ﬁ ?engﬁo? diabetologia

S 02@\ 35’3 pazienti diabetici tipo 2
Q(e Dat/ raccolti nel 2015-2016




Dati disponibili

Variable Available (%)
Age 100
Sex 100
Active smoke b8.4
Diabetes duration 100
Weight 487
Height 50.5
BMI 481
Waist 19.1
SBP 39.0
DBP 39.0
Heart rate 4.3
FPG 4569
HbA1c 52.2
Total cholesterol AL &
HOL cholesterol 431
Triglycerides 439
LOL cholesterol 421
SGOT 346
SGPT 34.7
eGFR hi 5
AER e
Glucose lowering medications 463
Other therapies 41 3

Kidney disease

Neurcpathy (69 ENG
Leg disease ‘ Q \
Foot dlSESB%\\. ( ‘ 31 9

EiralrQ ? 33.0
0:(@6 complications 4313
iy

rnicroangiopathy 748

Eye disease

Any macroangiopathy 66.8

@ZS.

Descrizione

Eta in anni

% di soggetti di sesso maschile
Mon considera il fumo pregresso
Durata nota di malattia in anni
Pesoin kg

Altezza in cm

Indice di massa corporea in kg/m2
Circonferenza vita in cm
Pressione sistolica in mmHg
Pressione diastolica in mmHg
Frequenza cardiaca in battiti al minuto
Glicemia a digiuno in mg/dl
Emoglobina glicata in %
Colesterolo totale in mg/dl
Colesterolo HOL in mg/dl
Trigliceridemia in mg/dl

Colesterolo LOL in mg/dl calcolato O ?

e pO g\@\e

In ml/min/1.7 N&?Epn

Escre:u rh dla{{@a mg,."g
|ld|ah

é? per?

o superiore ¢ albuminuria 30 mg/g

i rischio

atia lqualsiasi stadio] o0 maculopatia
matica o autonomica

Arteriopatia obliterante o rivascolarizzazione

Amputazioni, ulcera, deformita

Ictus / TIA o aterosclerosi carotidea

Cardiopatia ischemica o rivascolarizzazione

Almengo uno tra CKD [eGFR=40), micro/macroalbu-
minuria, retina/maculopatia, neuropatia autonomica
o periferica

Almeno uno tra ictus/TIA, aterosclerosi carotidea,
arteriopatia obliterante, cardiopatia ischemica,
rivascolarizzazione in qualsiasi sede

Dati non disponibili

\O
Eventi cardiovascolari \O\OQ
Cause di ricovero

Interventi
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an@mt(mo di risorse
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Uso di un database clinico-amministrativo
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Uso di un database clinico-amministrativo
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Riconciliazione della terapia
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« La mancata riconciliazione della terapia farmacologica puo \0‘\0\0

causare gravi danni ai pazienti »

S0
% 2 < °
ed\) ‘\\]G

0 . 60
\
~

R W
. \\'a\\a(\é\d\\(‘)\\

Ming@’i@da{kg Ute

%







Ricognizione della terapia per il diabete tipo 2

Visita Prescrizione
diabetologica Prescrizione
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Farmacia

FARMACIA |




Ricognizione della terapia per il diabete tipo 2
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Ricognizione della terapia per il diabete tipo 2
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Ricognizione della terapia per il diabete tipo 2
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Ricognizione della terapia per il diabete tipo 2
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Uso di un database clinico-amministrativo
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Diabetes Care

Machine Learning to Predict the e w seoer

Muthiah Vaduganathan,z

Risk of Incident Heart Failure ot st araa e ot \O\Og\a‘
Hospitalization Among Patients B ey Ko . 0\06
With Diabetes: The WATCH-DM  Juane et forett e nd 6\0\ &
Risk Score 2 & \O
https://doi.org/10.2337/dc19-0587 ABE {yrs) 6\
< 50 0 < 25 0 <125 0
50 - 54 1 25-34 A\ 1 1 125-199 1
55 - 59 2 XD ) Nz Q40 - 159 2 200-299 2
60 - 64 3 AV > 160 3 > 300 3
AU C X — DBP (mmHag)
0.74-0.77 NP
- - 30 - 59 1
= 60 0

< ega(ae( Risk Score HF Risk Group S=yr HF Risk
) \"\\‘@Q (\OG\‘ < 7 points Very Low 1.1%
‘ 6906\ QG‘ Yes 3 8-9 points Low 3.6%
0\ 10 points Average 4. 7%
Prior CABG , ,
11-13 points High 9.2%
Yes 2 : : )
Segar MW et al. Diabetes Care. 2019 2 14 points UEW ngh 17.4%




Cardiovascular Diabetology

Original investigation Og\@‘
Development and validation of a risk score for hospitalization for G\O\
heart failure in patients with Type 2 Diabetes Mellitus ) 0\0\0
Xilin Yang'!, Ronald C Mafl, Wing-Yee So!, Alice P Kong!?, Gary T Ko*3, o\ ‘L
Chun-Shun Ho#, Christopher W Lam#?, Clive S Cockram!, Peter C Tong!2and \\3(\6‘ d\\@\\a'
Juliana C Chan!23 b\’\.0 @9\
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PGS
0.0709 x age (year) 29 G(e")
096 ™

+ 0.0627 x BMI (kg/r’r\)e

+0.1363 x HbA (Q@)\ (G 08”
+0.9915 xé‘o@? bﬁ(‘.‘ ) (mg/mmol)
% >< Egdé Hb (g/dL)
Q&QW CHD during follow-up (1 if yes).

6
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\laQ(eQOe\‘e( The 5- -year probablllty of heart failure = 1- SO(S)EXP{09744 x (Risk Score -
Qog'\\\ ?e( «© 23063, Where So(5) = 0.9888 if male and 0.9809 if female
0@

Yang X et al. Cardiovasc Diabetol. 2008 Apr 22;7:9



International Journal of Cardiology

A clinical risk score for heart failure in patients with type idiabetes and
macrovascular disease: An analysis of the PROactive study ™

Roman Pfister #*! Richard Cairns ®!, Erland Erdmann !, Christian A. Schneider ! Q

Final multivariate Cox regression model® on heart failure in IZIG!\&\' qg\ 2
diabetes and cardiovascular disease. \\ag 5\6

D:lefﬁclalli& \‘G‘e p-value SEE_ITE
(‘ﬁ\ point
Age =65 vs. <B5 years O\V\\] ‘éga {]IEE =0.0001 3
Creatinine =130 vs. <130 ]J]@l 0210 =0.0001 4
Diuretic use O\’ 6\e {] 743 0.135 <0.0001 3
HbA1c = 7.5% vs. f?ﬁ&‘ 0316 0.147 0.03 1
Duration c@@@ I{] years 0.560 0137 <0.0001 2
LDL ¢ g\ <4 mrnul,-'l 0.521 0.164 0001 2
Fate :q?@‘;s <75 bpm 0519 0.133 <0.0001 2
Q@‘ﬁft @E branch block 1.073 0.264 =0.0001 4
Q O@{@mus myocardial infarction 0.592 0.135 =<=0.0001 2
6\’\,\ G( ‘\ Positive microalbuminuria test 0.297 0,133 003 1
aQ ? Right bundle branch block 0.788 0242 0001 3
0\ Pioglitazone treatment vs. placebo 0383 0.134 0004 2

Pfister R et al. Int J Cardiol. 2013 Jan 10;162(2):112-6



DARWIN & ARNO

Popolazione ARNO 2.607.114

l \)\6
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Incidenza di scompenso cardiaco nei CVOTs
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0\39 (N=7020)
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Sharma A et al. Diabet Med. 2019 Sep 19



DARWIN & ARNO: predittori di scompenso cardiaco

Eta, anni 68,3
Durata del diabete, anni 11,6
Pressione diastolica, mmHg 78,5
HbAlc, % 7,3
Colesterolo totale 169
ALT, U/I 26,9
eGFR, ml/min/1.73 mqg 75,5
AER, mg/g 36, 3
Insulina, % P&
Metformina, % 6
(’5‘6 2V
Acarbosio, % Q ( \ 1,6
Q(G \N©
ATH carotldea,\"qa c© 51,3
G
0]

CHD<>,<an 1% 11,0
CKD, % 25,7

Retinopatia, % 16,8
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C S  Eta
S
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0‘\g539
44,9
4,5
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26,1
56,4
29,5



DARWIN & ARNO: predittori di scompenso cardiaco
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Conclusioni
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