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ACCORD: mortalita (tutte le cause)
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ACCORD Study Group. N Engl J Med. 2008;358:2545-59.



Studio ACCORD: alta mortalita nei pazienti che
manifestavano episodi di ipoglicemia seveg®
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Higher rate of severe hypoglycaemia
with intensive glycaemic contraﬂl@‘?é

UKPDS! ADVANCE? ACCORD VADT#

p<0.001 HR 1.86 (1.42-2.40) p<9.001 p=0.001
5.0 vs. conventional p<0.001
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events T (per 100 patients per year)

*Intensive glccernic control was defined differently in these trials

t'iypoglycaemia requiring any assistance in glucose-lowering trials

Conv, conventional therapy; gly, glibenclamide; HR, hazard ratio; ins, insulin; int, intensive therapy; std, standard therapy
1. UKPDS Group. Lancet 1998;352:837-53; 2. Patel et al; ADVANCE Collaborative Group. N Eng/ J Med 2008;358:2560-72;
3. Gerstein et al; ACCORD Group. N Engl J Med 2008;358:2545-59; 4. Duckworth et al. N Engl J Med 2009;360:129-39




L'ipoglicemia e predittore di mortalita CV: VA%}T

Rischio di morte

Inferiore  Superiore
— ﬁ

e‘o\o
P
’aé\ 2
\’a(\ @6\ RR (IC)

e '{@
Ipoglicemia : @ cDOC\e l \ 4,042 (1,449-11,276)*
’b\\’b Q}Q/
HbA,, O X2 s(}\“ 1,213 (1,038-1,417)**
c}’p ’06\
HDL-c D {\Q’ e% 0,699 (0,536-0,910)*
@ @
O \e
Eta I—Q—&/@ ,\(\’a 2,090 (1,518-2,877)***
SRS
)
Evento precedente ’b%{\%}—( 3,116 (1,744-5,567)***
7 QVI | | | | |
‘QJQ 0(\ 2 4 6 8 10 12
(\Q’b Qe(e Rischio relativo
* D— &
P= 001,8QQO 0@@ P<0,01

Abraira C. Presentazione alla 682 Sessione Scientifica della American Diabetes Association; 6-10 giugno 2008, San Francisco, USA



metaregressione |pogI|cen2&!\@w
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Mannucei E et al: NMCD 19:604; 2000 différenza ipoglicemie



Link between hypoglycaemia and acuge
cardiovascular events in type 2 diah tes
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e Retrospective, observational

— i Evience Link lycemi
study (n=860,845) assessing it s

association between  Cariceascular Events in Patients With
) N ’ Tpe 2Diabetes

hypoglycaemic events and 0@’6 T T Y

acute cardiovascular ey%aeﬁs,bé\

e 3.1% patients had ad:o‘\é\g@%
hypoglycaemic e\égﬁft(\gwing the
evaluation perjgd (i%year)

e Patients wiw?fw%glycaemic T e
events g@ﬁ(\wﬁ% higher odds of et
acuteareliovascular events
.t,blgavh Ratients without
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Multiple logistic regression of acute CV .
events as a function of hypoglycaemic %é@éﬁts
5\ K\

1 Odds ratio

Coded hypoglycaemic events 1
during evaluation |

Age 65+ vs. 18-34 years

Age 55-64 vs. 18-34 years
Age 45-54 vs. 18-34 years=
Age 35-44 vs. 18-34 years=
Male vs. female=
Peripheral vascular disease |

=,

Chronic kidney aiseass

Diabetic peripherzi neuropathy |=

Diabetic retinopathy

Priwr caraiovascular events

Increasing risk

Johnston et al. Diabetes Care 2011;34:1164-70



Adverse outcomes among patients with type 2,

diabetes experiencing severe hypoglycaem@o"o
2%

Y Macrevascular event
Microvascular event
Death from any cause
Cardiovascular death

Noncardiovascular death
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Time from severe hypoglycaemia to event (months)

Zoungas. N Engl J Med 2010;363:1410-8, for the ADVANCE Collaborative Group
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What is hypoglycaemia? e

. 0\,30 N

e> &
e Low plasma glucceeSe‘qté%vels defined as:
- <70 mg/dLb(e? %qghmoI/L) (ADA)!
- <54.1 g&g/q&”(B 0 mmol/L) (EMA)?2
- <g‘g<>%@fd|_ (4.0 mmol/L) (CDA)3
o §,§>‘&q§toms respond to the administration
%0 carbohyclrate3



Hypoglycaemia is inconsistently
reported and defined o

0\"") X

e Reports of symptoms by patleqtb‘s} @vﬁh

diabetes varyl Oc,@"bc,\é@
’b
e Inter-individual varlathﬁ%m symptom
thresholds | eceé%,bc\s
O\

e The most comrbrbéﬁ symptoms of
hypoglycaermé @f*e not always the first to
be report

\, (5
. Asymp?‘cm?%atlc or unrecognised episodes
caﬁ’lm missed, 34 especially those

Q\Q%C@Urrlng at night and/or during sleep3->



Fattori di rischio per |pogI|cerg;g1a

: ‘0

e Eta avanzata @™

i R\
e Numero medicine @\’2’%@5\6

.. P AN
e Digiuno B2 &
P »°
. . \\fb (Q/

e Ipoalimentazione @""sd\“e

e Malattie mtercorrth»F
e Malattie epatlcg{e N
o Attivita flSlQa“” 0@3‘\

e Alcool 52@‘\

. Maijba@&a@%ndocrme

QB%I‘Cﬁta controregolazione

* Unawareness Mathieu Cc Int J Clin Pract 61:29, 2007



Ip
Og
liC
emie:
. ag
o
nd
a

e CVD
R

o
Ca
u
Se
ue

o\oéo\,b.

B



Hypoglycaemic events occur
frequently o8

1.2 severe
events per
patient per year

0.4 severe
events per
patient per year
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Type 1 diabetes Type 2 diabetes

Donnelly et al. Diabetic Med 2005;22:749-55



Epidemiology of hypos in Uolog

Major hypoglycaemia Mild hypoglycaemla

one hypoglycaemic episode
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SU <2yvr >5yr <5yr >15yr SU <2yr >5yr <5yr >15yr

Tyr2 2 diabetes Type 1 diabetes Type 2 diabetes Type 1 diabetes

SU, sulphonylurea

UK Hypoglycaemia Study Group. Diabetologia 2007;50:1140-7



Impaired awareness of hypoglycaemia is
associated with higher rate of severe e

hypoglycaemia (type 1 or type 2>
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Normal Impaired Normal Impaired
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Graveling & Frier. Diabetes Metab 2010;36(Suppl. 3):564-74
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eventi avversi iatrogeni (farmaci)

The NEW ENGLAND JOURNAL of MEDICINE

SPECIAL ARTICLE

Emergency Hospitalizations for Adverse
Drug Events in Older Americans

Daniel S. Budnitz, M.D., M.P.H., Maribeth C. Lovegrove, M.P.H.,
Nadine Shehab, Pharm.D., M.P.H., and Chesley L. Richards, M.D., M.P.H.

Budnitz DS et al.: N Engl J Med 365:2002,; 2011



eventi avversi: categorie farmaci

Table 2. National Estimates of Emergency Hospitalizations for Adverse Drug Events in Older U.S. Adults, According
to Therapeutic Category, 2007-2009.*

Annual National Proportion of
Estimate of Emergency Department
Hospitalizations Visits Resulting in
Therapeutic Category (N=99,628) Hospitalization

no. % (95% Cl) %
Hematologic agents 42,104 42.3 (35.5-49.0) 44.6
Endocrine agents 22,726 22.8 (16.7-28.9) 42.1
7.1-12.5) 42.3
7.6-11.8) 32.2
2.6-4.9) 17.4

Cardiovascular agents 9,800
Central nervous system agents 9,621

Antiinfective agents 3,759

Other agents 3,211
0.5-1.5
2.7-6.5

20.6
41.2

Medications not stated or not known 957

9.8 (
9.7 (
3.8 (
Antineoplastic agents 2,882 2.9 (0.9-4.9)7 51.0
3.2 (
1.0 (
4.6 (

)-

2.6-3.8) 15.0
)
)

Medications in more than one therapeutic category 4,568

* Estimates were based on data from the NEISS—-CADES project. The proportion of emergency department visits resulting
in hospitalization is the ratio of hospitalizations to total emergency department visits for adverse drug events involving
the specified therapeutic category.

T The coefficient of variation was greater than 30%.

Budnitz DS et al.: N Engl J Med 365:2002,; 2011



ipoglicemie: categorie

in Older U.S. Adults, 2007-2009.*

Therapeutic Category and Adverse-Event Manifestation

Endocrine agents

Hypoglycemia with loss of consciousness or seizure

Hypoglycemia with altered mental status or other neurologic sequelae

Hypoglycemia with cardiovascular sequelae

Hypoglycemia with weakness, dyspnea, or respiratory distress

Hypoglycemia with other or unspecified sequelae

Table 3. National Estimates of Emergency Hospitalizations for Common Manifestations of Adverse Drug Events

Proportion of
Annual National Emergency Department
Estimate of Visits Resulting in
Hospitalizations Hospitalization

% (95% Cl) %

26.0 (13.5-38.4)

40.7 (31.8-49.5)
3 (6.1-10.4)
7 (3.0-8.5)

14.0 (6.2-21.8)

Budnitz DS et al.: N Engl J Med 365:2002,; 2011



eventi avversi: tipi di farmaci

Events in Older U.S. Adults, 2007-2009.*

Table 4. National Estimates of Medications Commonly Implicated in Emergency Hospitalizations for Adverse Drug

Medication

Warfarin

Insulins

Oral antiplatelet agents
Oral hypoglycemic agents
Opioid analgesics
Antibiotics

Digoxin

Antineoplastic agents
Antiadrenergic agents
Renin—angiotensin inhibitors
Sedative or hypnotic agents

Anticonvulsants

Diuretics

Most commonly implicated medications

Annual National Proportion of
Estimate of Emergency Department

Hospitalizations Visits Resulting in
(N=99,628) Hospitalization

% (95% Cl) %

33.3 (28.0-38.5)
13.9 (9.8-18.0)
13.3 (7.5-19.1)
107@113n
8 (3.5-6.1
2 (2.9-5.5
5 (1.9-5.0
3 (0.9-5.8
2 (
9 (
3 (
7 (
1 (

1.7-4.1
1.6-3.3
0.9-2.4

)
)
)
)i
2.1-3.7)
)
)
)
0.4-1.8)]

Budnitz DS et al.: N Engl J Med 365:2002,; 2011
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10362 ospedalizzazioni

(2
9%

Tabella 1 - Frequenza delle diagnosi principali segnala’« in associariovne alla diagnosi di ipoglicemia

4,069,869 quando questa viene riportata come diagnosi secm \daria.

i no [ szl . .
Residenti Regione Puglia Diagnosi . ‘n-pale N (%)

I Malattie del sistema circolzwrno 1646 (26.68%)

385,527 Malattie dell'appara’c 1 aspiratono 532 (8.62%)

Soggetti con diabete a
farmacologicamente trattato Malattie de!l ag¢ arato dizeente 524 (8.49%)

Tumer 464 (7.52%)

9,021 376,506 4 R -
) lanattie del sis.ema genitourinario 461 (7.52%)
soggetti con ospedalizzazione per soggetti senza ospedalizzazione per " -

ipoglicemia nel periodo 2003-2010 ipoglicemia nel periodo 2003-2010 Travnatismi e avvelenamenti 440 (7.18%)

Malattie endocrine, nutrizionali, metaboliche e disturbi
) o 420 (6.81%)
) . immunitari
10,362 ospedalizzazioni per

ipoglicemia

Malattie del sistema osteomuscolare e del tessuto connettivo 348 (5.68%)

Sintomi, Segni e stati morbosi mal definiti 341 (5.56%)

4,192 riportatein 6,170 riportate in Malattie del sistema nervoso e degli organi di senso 353 (5.72%)

diagnosi principale diagnosi secondaria

Malattie della cute e del tessuto sottocutaneo 293 (4.78%)

Disturbi psichici 118 (1.91%)

O @
R _ — —
- Malattie del sangue e degli organi ematopoietici 103 (1.67%)
0 0/0 d Ia %685')$rl n CI pa Ie Malattie infettive e parassitarie 31(0.51%)
6 0 0/0 wtb I‘l@%l Seco n d a rl a Complicanze della gravidanza del parto e del puerperio 17 (0.28%)

e( Malformazioni congenite 5 (0.08%)

Classificazione supplementare dei fattori che influenzano lo stato

O\Q’Q

di salute e il ricorso ai servizi sanitari (Chemioterapia, Problemi 74(1.21)
relativi agli arti e altri problemi,..)

Nicolucci A. p.c.



Tassi di incidenza per anno e per fasce d’ @ta
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Figura 2 — Andamento dei tassi di incidenza delle ospedalizzazioni per ipoglicemia nel periodo 2003-2010.
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Figura 3 — Andamento dei tassi di incidenza de'ie ospedaliizezruni per ipoglicemia nel periodo 2003, 2006,
2010 in base all’eta.
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Nicolucci A. p.c.



Distribuzione per tipo di diabete

A \O%
\06
TR
DS
Figura 4 — Percentuale degli eventi sul numero complessivo di eventi nelle diverse fasce di eta e ’\ \\fb

confronto 2003-2010. 9 6\\:6
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m 2003 W2010 3 )

<« )
J'
O
_-—-A_Q [ .

<=10 11-20 11.50 31-40 4150 51-60 61-70 71-80 81-90 >80
Eta (anni)

72/968 (7.44%) 896,968 (92.56%)
65/1026 (6.34%) | 961/1026 (93.66%)

2005 78/817 (9.55%) | 739/817 (90.45%)
(/
Q( C 2006 98/1056 (9.28%) | 958/1056 (90.72%)
. be 90/939 (9.58%) | 849/939 (90.42%)

ro“ 943/1033 (91.29%)
06 e( 1007/1101 (91.46%]
X R

70/965 (7.25%) | 895/965 (92.75%)
657/7905 (8.31%)|7248/7905 (91.69%)



Distribuzione per tipologia di
trattamento

CAPON
= I I l ’b(\’b 6\:; ,b\\g

Tabella 7 — Distribuzione degli eventi ipoglicemici in base ai regimi terapeutia « al tipo i diabete nei
diversi anni di osservazione.

-~ a—

1
Anno di
osservazione DM2 BOT DM2 BE DM2 OT DM2 Other
[ 5N

2003 72/968 (7.44%) 6/968 (0.62%) 44/%wy (4.55%; 544/968 (56.20%) | 302/968 (31.20%)

2004 65/1026 (6.34%) | 31/1026 (3.02%; | 51/102<:4.97%) | 531/1026 (51.75%) | 348/1026 (33.92%)

2005 78/817 (9.55%) | 28/817 (2.43%) 43,817 (5.26%) 350/817 (47.74%)

2006 98/1056 (5.28%) 43/3056 (4.074%5) | 66/1056 (6.25%) | 508/1056 (48.11%) | 341/1056 (32.29%)

o
-
o
I

/817 (34.03%)

2007 90/939 (5.58%! | 39/939 | 2.15%) 77/939 (8.20%) 469/939 (49.95%) | 264/935 (28.12%)
90/1033 (1.71%) I 47/1033 (4.55%) | 93/1033 (5.00%) | 515/1033 (49.85%) | 288/1033 (27.88%)

%

94/7301 (2.44%) | 60/1101 (5.459%) [122/1101 (11.08%)| 497/1101 (45.14%) | 328/1101 (29.75%)

| 70/35%5 (7.25%) 45/965 (5.08%) | 140/965 (14.51%) | 423/965 (43.83%) | 283/965 (29.33%)

Totaie «557/7905 (8.31%) [303/7905 (3.83%) | 636/7905 (8.05%) |3877/7905 (49.04%)|2432/7905 (30.77%)

ne %, Diabate ditipo 1; DM2, Diabete di tipo 2; BOT, Basal Oral Therapy; BB, Basal Bolus; OT, Oral Therapy; Other, Altri schemi
0’\ \2rapeuici

Nicolucci A. p.c.
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costi indiretti delle ipoglicemje

Table 2 - Diabetes management after last NSHE.

e

A

Total USA UK Germanv Fransé P value
Used to recover from last NSHE, N (%)
Glucose tablets or gel 295 (21.0%) 95 (23.2%) 94 (24.4%) AL 18.6%! 62 (16.6%) 0.028"
Sugar packs, candy or cake 373 (26.6%) 84 (20.5%) 66 (17.1%) 05 (27.5% 158 (42.2%) <0.001"
Soda, juice, sweet tea or milk 421 (30.0%) 145 (35.5%) 113 (29.4%" 65 (28.0%) 97 (25.9%) 0.026"
Light meal (e.g. sandwich) 324 (23.1%) 118 (28.9%) 98 (25.270) 45 (19.1%) 63 (16.8%) <0.001"
Full meal (e.g. lunch or dinner) 150 (10.7%) 57 (13.9%) 31.2.1%) 14 (5.9%) 48 (12.8%) 0.002*
Other 66 (4.7%) 28 (6.8%) 23(6.0%! 4 (1.7%) 11 (2.9%) 0.005*
Number of extra blood sugar tests after
last NSHE, mean (SD)
First day (day of NSHE) 1.9 (2.9) 60 1.8 (1.9) 1.8 (1.6) 2.1(3.9) 0.173
Second day 1.1(2.5) 0.5 (3.7) 1.1 (1.7) 0.9 (1.4) 1.4 (2.1) 0.017
Third day 0.8 (2.8) 0.7 (4.4 0.8 (1.5) 0.7 (1.2) 1.1(2.2) 0.251
Fourth to seventh day 2.2(5.2) 145.7) 2.5(6.3) 1.8 (4.2) 3.1 (5.7) <0.001
Total (7 days after NSHE) 5.6 (S.5) 3.9 (6.8) 6.2(9.7) 5.1 (7.5) 7.3(9.1) <0.001
Contacted a health-care professional® after
last NSHE
Yes, N (%) 349 £:4.5%) 56 (13.7%) 99 (25.7%) 56 (23.7%) 138 (36.9%) <0.001*
Did your LAST NSHE cause you to decreaze
your normal insulin dose?
Yes, N (%) 351 (25.0%) 109 (26.7%) 101 (26.2%) 33 (14.0%) 108 (28.9%) <0.001*
Total units decreased, meau D) 6.5 (13.1) 6.3 (8.0) 6.2 (9.9) 6.5 (9.3) 6.8 (19.4) 0.988*
Days decreased, mean /S0 3.6 (5.1) 4.7 (6.5) 3.1(4.2) 3.1(4.8) 3.2 (4.0) 0.062*

NSHE, non-severe hycoglycoinic event; SD, standard deviation.

* Chi square.

T Primary rcre doctor. hospital, diabetes clinic, other.

* Aneiysis of variance (ANOVA).

Brod M et al.: Value in Health 14:665; 2011




Table 3 - Productivity impact of an NSHE.

Total

USA

UK

Germeny

France

P value

NSHE during working hours, N (with 5% trim)*
Missing work time, N (%)
If missing work time, what was the amount of
work time lost, mean (SD)
Missing a meeting/appointment or not finishing a
project in due time because of the NSHE, (N) %
NSHE outside working hours, N (with 5% trim)*
Missing work time, N (%)
If missing work time, what was the amount of
work time lost, mean (SD)
Missing a meeting/appointment or not finishing a
project in due time because of the NSHE, N (%)
Nocturnal NSHE, N (with 5% trim)*
Missing work time, N (%)
If missing work time, what was the amc 't of
work time lost, mean (SD)
Missing a meeting/appointment or oot finisanig a
project in due time because of the NS#E, N (%)

N = 963
176 (18.3%)
9.9 (8.4)

231 (23.8%)
N = 1046
150 (14.3%)
12.6 (11.0"
7172 (16.4%)
N = 612
139 (22.7%)
14.7 (11.6)

197 (31.8%)

N = 278
30 (10.8%)
10.2 (9.5)

48 (17.2%)
N = 307
26 (8.1395)
11.1 (10.5)
39 (12.7%)
N = 205
29 (14.1%)
14.3 (11.8)

48 (23.3%)

N = 252
54 (273.3%)
11.4(9.2)

6% (28.8%)
N = 287
41 (14.3%)
15.1 (13.6)
49 (17.0%)
N = 153
43 (28.1%)
14.2 (10.2)

62 (40.3%)

N =170
15 (8.8%)
8.3(7.1)

29 (17.0%)
N =173
14 (8.1%)
9.2 (7.4)
17 (9.7%)
N = 88
14 (15.9%)
12.5 (12.7)

20 (22.2%)

N = 283
77 (27.2%)
8.9 (7.6)

86 (30.1%)
N = 279
69 (24.7%)
12.4 (9.9)
68 (24.2%)
N = 166
53 (31.9%)
15.9 (12.5)

67 (39.4%)

<0.0018
0.467!

<0.0018
<0.0018
0.268ll
<0.0018
<0.0018
0.787I

<0.0018

NSHE, non-severe hypoglvceinic everts.

* The top 5% was trimiv.ed for these results. This dropped 9 patients (1 from the USA, 4 from the UK, 1 from Germany, and 3 from France).

T The top 5% was trsmined [or these results. This dropped 7 patients (2 from the UK, 3 from Germany, and 2 from France).

* The top 5% vras trimmead for these results. This dropped 8 patients (1 from the USA, 1 from the UK, 2 from Germany, and 4 from France).

§ Chisquave.
I Aralyois of variance (ANOVA).

Brod M et al.: Value in Health 14:665; 2011




costi aggiuntivi delle ipoglicergie

Table 5 — Monthly out-of-pocket costs.

Total out of pocket costs, $,* (SD), N
Extra/special groceries
Food or drink from vending machines
or café/restaurants
Glucose products such as tablets, gum,
gel tubes, etc.
Extra test strips, lancets

Using a taxi, bus or other transportation

Other (specify)

Total

$ 25.29 (30.74)
N = 1044
$21.48 (21.84)
N = 375
$7.29 (7.75)
N = 609
$ 8.24 (8.44)
N = 512
$17.22 (15.51)
M =385

$49.43 (19.20)
N = 143
48.33 (11.95)

USA

$ 35.56 (37.04)
N = 298
$ 32.94 (28.25)
N = (2.
$7 82 (8.44)
N =18
$8.86(7.71)
N =159
$ 23.58 (22.40)
N = 159
$ 35.83 (23.32)
N =12
$ 12.50 (15.16)
N =12

n""o
QN
6\ \\
2 S
A\\’b ‘)\
\v DNP S —d
-\ . ’b\\

$5.33 (6.47)
N = 195
$5.79 (8.33)
N = 165
$8.01 (12.50)
N = 85
$11.97 (13.13)
N = 67
$7.53 (11.38)
N =12

Brod M et al.: Value in Health 14:665; 2011

Germany

$22.71 (25.50)
N =178
$19.59 (16.41)
N =51
$7.70 (7.52)
N =93
$ 8.46 (7.53)
N = 85
$17.81(17.79)
N =59
$20.95 (18.26)
N =26
$2.69 (2.72)

N=5

France

$ 24.91 (30.37)
N = 269
$ 21.55 (20.30)
N =99
$9.09 (8.12)
N = 138
$11.01 (9.38)
N = 104
$ 14.07 (16.09)
N =82
$ 26.39 (21.59)
N =38
$4.23 (3.02)
N =3

P value

<0.001

<0.001

<0.001

<0.001

<0.001

<0.001

0.410
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reazioni del Paziente alle ipge

e‘o\
'\’So. ,b' N
’bé\. B

(\

Lifestyle changes Mild or moderate hypoglycemic episodes 'Severe-hypoglycemic episodes

Type 1 diabetes Type 2 diabetes ' Type_1 diabetes Type 2 diabetes
n=193 n=97 n=55 n=19

Modified insulin dose to 74.1% 43 5%* 78.2% 57.9%
avoid future hypoglycemia

Ate extra food 66.8% 6£.9% 70.9% 63.2%

Had greater fear of future 37.8% 29.9% 63.6% 84.2%
hypoglycemia

Had additional concerns 29.2% 9.4%* 36.4% 15.8%
about driving

Asked someone to check G 3% 14.4% 45.5% 57.9%
on them '

Went home from sct.ool, 6.7% 10.3% 25.5% 32.0%
work, activities

Stayed honie the nex day 1.6% 9.396%* 20.0% 263%

Leiter LA et al.: Can J Diabetes 29:186;



Patient fear of hypoglycaemia increasgs
with history of hypoglycaemia g¢®
0
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p<0.0001"
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No history of History of
hypoglycaemia hypoglycaemia
(n=264) (n=136)

HF5-II, Hypoglycaemia Fear Survey-II

Vexiau et al. Diabetes Obes Metab 2008;10(Suppl. 1):16-24



Patient fear of hypoglycaemia increases
with increased severity of hypoglycq@?nla

All comparisons significant
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No svinptoms Mild Moderate Severe/very
severe

Severity of hypoglycaemia
(n=1984)

HF5: Hypoglycaemia Fear Survey

Marrett et al. Diabetes 2008;57(suppl. 1):A174



Hypoglycaemia is a barrier to
effective glycaemic manager@sént

Results:

Physicians concerns
over the potential for
hypoglycaemia

Patients concerns
over the potential
for hypoglycaemia

0 10 260 3C 40 50 60 70 80

High levels of concarn over hypoglycaemia

60% of patients a2xp=rienced a hypoglycaemic event in the past
12 months

76% of natients said that hypoglycaemia is one of the most
fearfu! parts of having diabetes

74% cf physicians would treat patients’ diabetes more
ambitiously if there was no concern over hypoglycaemic events

Peyrot et al. Diabetes Care 2010;33:240-5; Peyrot et al. Diabetes 2011;60(Suppl. 1):A225






Frequency of hospitalization for hypoglycemia and of all emergency calls in

T2DM patients exposed to vildagliptin vs insulin secretagogues: \O@'b
an analysis of the national French health-insurance data N
’b '\
Results: 6\

1440 patients were exposed to vildagliptin and 10019 %@ﬁs
secretagogues. After adjustments, rates of HH and.@‘\all,@%ergency calls
were significantly lower with vildagliptin vs 'n%tw' s%e} tagogues

\\
Adjusted comparison of the frequc\e}@’%f e@énts in the 2 cohorts

Sulfonylurea
Iglinide
N=10019

Patient-year (PY) exposure 581 4403

Vildagliptin
N=1440

No. of patients with hospitalizatizn 1or 0 (0.0%) 59 (0.59%)
hypoglycemia

No. of hospitalizations for nypeciycemia 0 60

Adjusted rates of haspitalizztions for ) )
hypoglycemia’* 200 PY 0.0[0.0;0.0] 13.6 [10.4 ;17.5]
No. of pasents wiis emergency calls (any cause) 60 (4.20%) 823 (8.21%)
Ne. of emergancy calls 77 1035

: 132.6 [104.6; 235.0 [220.9;
0 Adjusted rates of emergency calls/1000 PY 165.6] 249 8]
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pro e contro della terapia intengiva

Compromised
Reduced glycaemic
medication control
adherence

. \ucreased
. diabetic
complications

Fear of
Increased hypoglycaemia k . .
incidence of Negatn/e
hypoglycaemia

Intensive
treatment
with jnsulin

Tight
glycaemic

control
A

healthcare
costs

Intensive
treatment
with OADs
and insulin

- — -
SReduced oy
tenn
compbniications
( Improved
QoL Positive

Decreased
healthcare
costs

Fidler C. et al.: J Med Economics 14:646,; 2011




Le conseguenze dell’ipoglicemia O\oéo‘”
e\,
Perdita compliance Q\’SO B\
Morte??3

\
a '6\%? '\66%
\e
Coma3 X2
Complicazioni

cardiovascolari?

Aumento ponderale
dovuto a “defensive
eating”®

Aumentato rischio
di demenza’

N

Riduzione della
qualita della Vita.l’b Perdita di coscienza3
@
(@Q \)(\/b | |
2 ° o &Kumentato rischio Inerzia terapeutica

QYT @ TE et "
di crisi epilettiche?
1. Whitmer RA et al. JAMA. 2009; 301: 1565—1572; 2. Bonds DE et al. Br Med J. 2010; 340: b4909; 3. Barnett AH. Curr Med Res Opin. 2010; 26: 1333—-1342; 4. Jénsson L et al. Value Health. 2006; 9: 193-198;

5. Foley JE e Jordan J. Vasc Health Risk Manag. 2010; 6: 541-548; 6. Begg IS et al. Can J Diabetes. 2003; 27: 128—-140; 7. McEwan P et al. Diabetes Obes Metab. 2010; 12: 431-436;
8 Levy AR, et al. Health Qual Life Outcomes. 2008, 6: 73.



