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[l Dr. Antonino Urso dichiara di NON aver ricevuto negli ultimi due anni compensi
o finanziamenti da Aziende Farmaceutiche e/o Diagnostiche

Dichiara altresi il proprio impegno ad astenersi, nellambito dell’evento, dal
nominare, in qualsivoglia modo o forma, aziende farmaceutiche e/o
denominazione commerciale e di non fare pubblicita di qualsiasi tipo
relativamente a specifici prodotti di interesse sanitario (farmaci, strumenti,
dispositivi medico-chirurgici, ecc.).
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e dimensioni del problema

U'Organizzazione Mondiale della Santa Fha
definita nuova epidemia globale: 1,9 miliardi di
persone adulte sono sovrappeso e di queste
600 milioni sono obese(WHO, 2015

0

A livello europeo: &8 milioni di adulti sono
in sovrappesoe 24 milioni sono obesi

In Italiz: &5 milioni di obesi (10,25%),
17 milioni &i persone In SOVrappeso
(3=6%) e arca 30,000 decessi atmbuwia
all’ohesita




OBESITA’ = MALATTIA

Aspettativa di vita < 5- 10 anni

Fattore di rischio cancro (8% dei tumori femminili ;
3.6% di tutti i tumori)

Europa: un decesso su 13 correlato al sovrappeso
(7,7% delle cause di morte )

Italia: 52000 morti patologie correlate/ anno



A call to action on Obesity

2015 Milan Declaration

Il 20%: in piu del proprio peso ideale aumenta: : :
«del 25% il rischio di morire di infarto Aca” J[O ACJ“O" Ul Uhesr[y
*del 10% di morire di ictus, L -
vero e proprio invito all’azione
S _ _ per riconoscere e trattare
11 40%: in piu del proprio peso ideale aumenta: I'obesita, al fine di incoraggiare
e del 50% il rischio di morte per qualsiasi lo sviluppo e I'attuazione di
causa programmi per la prevenzione,
» del 75% per ischemia cerebrale la diagnosi precoce e il
trattamento.

» del 70% per infarto del miocardio.

Alla luce di queste condizioni, anche la
mortalita per diabete aumenta del 400%.

Eurcopean Association for the study of Obesity
Lewel 2, 8 Waldegrave Road, www.easo.orng
Teddimgton, TW11 8GT, UK +44 (o_} 20 3751 7967

Registered Charity Mumber 1111288
Eurcpean Assaociation for the Study of Obesity

2015 Milan Declaration: A Call to Action on Obesity

A Statement of the members of the European Association for the Study of Obesity to EXPO 2015
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OBESITA’ IN CALABRIA

Percentuale > media italiana (34.8 vs 31.2)

Percentuale eta pediatrica (27.2 vs 24.2)

< Percentuale attivita sportiva continuata (12 vs 18.1)



Sovrappeso e Obesita in Calabria :
Progetto Passi 2010-2013

Situazione nutrizionale
Regione Calabria - PASSI 2010-13

In Calabria nel periodo 2010-13, secondo i dati 3,6% 11,5%
Passil (degli adulti di 18-69 anni ):

33% Sovrappeso
11,5% Obeso.

31X T

W Obezo Sovrappeso M Mormopeso Sottopeso

150.000 adulti obesi
M 435.000 sovrappeso.

e




| costi dell’Obesita in Calabria

609.000.000 € (anno 2013)

(Studio Scuola Superiore Sant’Anna di Pisa)

La regione Calabria quanto ha speso in Mobilita
per obesita ?




PERCHE’ LA CHIRURGIA ?
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OBESITA’ e CHIRURGIA

Aumento spettanza di vita

Swedish Obese Subjects Study (SOS): <24,6% mortalita a 10 anni
Busetto: < 60% mortalita a 5 anni

Australia: < 73% mortalita a 7 anni

Sesso - Eta - BMI - EWL ?



Original Investigation

Association Between Bariatric Surgery
and Long-term Survival

David E. Arterburn, MD, MPH: Maren K. Olsen, PhD; Valerie A. Smith, MS; Edward H. Livingston, MD, MS;
Lynn Van Scoyoc:; William S. Yancy Jr. MD, MHSc: George Eid. MD:; Hollis Weidenbacher, PhD:
Matthew L. Maciejewski. PhD

JAMA, Jan 2015

Figure. Kaplan-Meier Estimated Mortality Curves for Surgical Patients and Matched Control Patients
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Mortality, %
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- Log-rank P<.001
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Years After Surgery

Mo. at risk
Matched control patients 7462 7114 5306 3878 2641 1407 472
Surgical patients 2500 2416 1868 1412 1004 5h2 185




Depression

Migraines |
57% resolved® \V_[ 55% resolved®
Pseudotumor Obstructive
sleep apnea
cerebri p ap

74-98% resolved” 8

96% resolved®*

Chirurgia e Oysipidermia
hypercholesterolemia 82% improved

. I . y 63% resolved " ~ or resolve
P v
| I I / $NE ) \

CO Orbl Ita Non-alcoholic fatty (T \ Cardiovascular

liver disease ,a/ 5~ \* | — disease*

90% improved

obesita’- correlate s

37% resolution of

82% risk reduction??

Hypertension

inflammation 52-92% resolved®8
20% resolution of
fibrosis®?

. GERD
Metabolic

| 0 5,8,9

syndrome 72-98% resolved
80% resolved®?

Type ll -
diabetes mellitus

83% resolved®’ abdf .
Stress urinary

incontinence

Polycystic 44-88% resolved®

ovarian syndrome
79% resolution of hirsutism
100% resolution of

) Degenerative
menstrual dysfuncnon56 g v

joint disease
41-76% resolved®®

Venous stasis disease
95% resolved®®

Quality of life | " \J / 3
improved in h ‘ 89% reduction in
SOS, NEJM: 2004 95% of patient58 / / 5 - year mortality40*

Clev Clin J Med, 2006 ELEA CCF

Mortality




OBESITA’ E CHIRURGIA

Intervento chirurgico  233.226.000 Euro

(degenza, occupazione S.0.,presidi, follow up,
complicanze)

Risparmio SSN 329.433.800 Euro

( costo gestione comorbilita)

Studio Lattuada per il bendaggio in Lombardia su un
periodo di 5 anni



OBESITA’ E CHIRURGIA

Indicazioni all’ Intervento:
BMI > 40 Kg/m?2
BMI > 35 Kg/m2 in presenza di comorbilita

(diabete, ipertensione, dislipidemie, osteoartropatie)



OBESITA’ E CHIRURGIA

Controindicazioni:

» assenza di un periodo di trattamento medico verificabile

» disordini psicotici, depressione severa, disturbi della personalita e del
comportamento alimentare valutati da psichiatra/psicologo dedicato

» alcoolismo e tossicodipendenza
» malattie correlate a ridotta spettanza di vita

» pz inabili alla cura di sé e senza adeguato supporto familiare e sociale



Obesity Surgery Through the Years...

Fig. 7
Gastric Bypass with
Lesser Curve
Pouch & Roux-en-Y

Fig. 10
Silastic Ring
Gastric Bypass OR
Vertical Banded

Bypass (Fobi)

Fig. 3
Jejuno-ileal
Bypass (JIB)
End-toEnd (Scott)




OBESITA’ e CHIRURGIA

Tipi di Intervento:

» Restrittivi
Bendaggio gastrico regolabile
Sleeve Gastrectomy

» Malassorbitivi
Diversione biliopancreatica sec. Scopinaro

» Misti
By pass gastrico
Mini Bypass (OAGB)









Roux-en-Y Gastric Bypass




Mini-Gastric Bypass

Bypassed
portion of

stomach

Bypassed
portion of

small intestine
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Stato dell’arte della Chirurgia Bariatrica in ltalia

REGIONI Elegibili Trattati
Numero Interventi DRG 288 LAZIO 131.021 1.1%
CAMPANIA 131.535 1,1%
16000 VENETO 116.606 1,1%
14000 —___—13.595 SICILIA 122.549 0,7%
13888 Wﬁm 12.612 Ekj/l(l.?_II'IA\A 109.033 0,2%
8000 9-340 : 108.288 1,1%
6000 9095 ROMAGNA °
4000 ABRUZZO 36.724 0,8%
2000 LIGURIA 35.430 0,7%
0 TOSCANA 85.572 1,2%
2009 2010 2011 2012 2013 2014 UMBRIA 22 733 0.9%
LOMBARDIA 229.060 2,0%
VALLE o
D'AOSTA 3.393 1,6%

Penetrazione Chirurgia Bariatrica FRIULI
VENEZIA 28.862 0,7%

GIULIA
CALABRIA 46.776 0,2%
1.410.606 MARCHE 34.678 0,2%
MOLISE 9.154 0,3%
BASILICATA 18.706 0,4%
[ ) PIEMONTE 84.114 0,3%
TRENTINO o
' ALTO ADIGE 18.107 0,6%
SARDEGNA 38.171 0,2%

0 500.000 1.000.000 1.500.000



Perception of risks of bariatric surgery

Bariatric Surgery Elective General Surgery

Cholecystectomy, Hernia Surgery,
Reflux Surgery, Colorectal (benign)

wcitt2d.com



Bariatric Surgery Mortality Rate: 0.3% (55,567 patients)

Pediatric
Aortic Esophageal Hip Heart
Aneurysm CABG Craniotomy Resection Replacement Surgery
Hospitals Performing 2485 1036 1600 1717 3445 458
Operation
Mortality Index ( %) 3.9 3.5 10.7 9.1 0.3 5.4
Median Volume per 30 491 12 5 24 4
Hospital

Source: Dimick JB, Welch HG, Birkmeyer JD. Surgical mortality
as an indicator of hospital quality. JAMA 2004,292, 847-851




Safety profile and healthcare usage of

Bariatric/Metabolic surgery compared to commonly
elective procedures

* D.Tassinaril, S.Panagiotopoulos?!, E.Giorgakis?, L.Castagneto-Gissey!,
J.CasellaMariolo?!, A.Salerno?!, A.Chang?, A.Patel!, A.Hag? S.Ramar?,
G.Galata?, K.M.Schulte?, F.Rubino?

IMetabolic and Bariatric Surgery, Division of Diabetes and Nutritional Sciences, James Black Centre,
King‘s College London, Denmark Hill Campus, London, UK
2Department of Surgery, King‘s College Hospital, Denmark Hill, London

Presented at the 3@ World Congress on Interventional Therapies for Type 2 Diabetes
London, September 29, 2015



Selection Criteria

Bariatric/metabolic Control groups of
surgery. elective surgeries
« All comers Exclusion Criteria:

 Emergency procedures

« Cancer

« Day-surgery

THE 3" WORLD CONGRESS @ 2M0 DJABETES SURGERY SUMMIT

oA B

wcitt2d.com



Colorectal

Hospital Stay [LoS] (Days)

Adrenal

Gastro-esophageal

Neck

Gallbladder

Hernia

Metabolic/Bariatric

wcitt2d.com




30-Day Safety Composite Score

Number of major events (major morbidity, re-admissions, and re-

operations) within the first 30 days after surgery.

THE 3" WORLD CONGRESS @ 2M0 DJABETES SURGERY SUMMIT

oA B

wcitt2d.com



30-Day Safety Composite Endpoint

(re-admission, re-operation and major morbidity)

Colore el | ———— 23,5
Gastro-esophageal | 134
Gallblabber | —— ©-37
Adrenal | 505 *

Hernia . 3

NS

Neck . 3 p

Bariatric/Metabolic | 0

wcitt2d.com



3-Month Safety Composite Endpoint

(re-admission, re-operation and major morbidity)

Gallblabber
Gastro-esophageal

Colorectal

Neck

Adrenal

* = p<0.05

Bariatric/Metabolic

—

Hernia |
—

[

' ' ' 'Percentage % '

wcitt2d.com



Obesita

Diabete tipo 2

Chirurgia

Metabolica



Salute, diabete: al calabrese Francesco Rubino la prima
cattedra mondiale di chirurgia bariatrica e metabolica

23 gennaio 2014 - 15:47




1162 Tur Lawcrr,] DR, O. LEYTON : DIABETES AND OPERATION. @

DIABETES AND OPERATION.
A NOTE ON THE EFFECT OF GASTRO-JEJUNOSTOMY
UPON A CASR OF MILD DIABETIES MELLITUS
WITH A LOW RENAL TIIRESHOLID.

By O, LEYTON, M.D. Cavme., F.R.C.TP. LoND.,

PIHYSICTAN T THH LONDON HOSPIT AL

How can we account for the apparent improve-
ment 7 The glycosuria was absent after operation
in apite of a diet containing a fair amount of carbo-
hydrate. In order to determine whether the operation

THE AMELIORATION OF DIABETES MELLITUS
FOLLOWING SUBTOTAL GASTRECTOMY

MURRY N, FRIEDMAN, M.D,, FACS., ANTOXIO J SANCETTA, M., ani
GEORGE ). MAGOVERN, M.D, Brooklyn, New York

Ix 1923, Murumy noted the presence of 4 and duodenum. Therdfore—when—rafifotal
substance in extracts of the pancreas which  gastrectomy for duodenal ulcer resulted in
could raise the blood sugar. Subsequendly,  marked 2mcliodiion of U diabeic siaic in
this hyperglycemic factor was demonstrated 3 patients at the Brooklyn Veterans Hospi-
Ll Tl calles mmrmsneal e -



The Missing Link between Obesity and
Diabetes

Diabetes




1September 2007 | NewScientist | 13

Could surgery spell
the end of diabetes?

ALBERTO VASCONCELOS cases the patients’ diabetes

spontaneously vanished a few
weeks after surgery - too soon to
be accounted for by weight loss.

ABDOMINAL surgery is a radical
way of losing weight, but could it
also cure type 2 diabetes?
Duodenal exclusion is a form
of gastric bypass surgery in which
the upper small intestine or
duodenum is removed, so that the
stomach feeds directly into the
mid-small intestine. This reduces
the amount of time the body has
to absorb calories from food,
meaning people lose weight.
Surgeons performing
duodenal exclusions on obese

duodenal exclusions on seven
people with type 2 diabetes who
were classified as normal weight
to moderately obese, to see if it
has a similar effect. Nine months
after surgery, the first two people
they operated on are both free of
anti-diabetic medication. Both
experienced dramatic reductions
in their blood sugar and insulin

Now a team of Italian, Brazilian
and French doctors has performed

took place (Surgery for Obesity and
Related Diseases, DOI: 10.1016/
j.s0ard.2007.01.009). It is too soon
toreport on the other five patients.
Type 2, or adult-onset, diabetes
is characterised by insulin
resistance. This means the body

Bypassing the duodenum makes all the difference

e
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=
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wn
=

liver and muscle cells to take up
glucose from the blood -but cells
no longer respond to it.

Francesco Rubino, a surgeon at
the Catholic University of Rome,
Italy, who was involved in the
study, believes that the duodenum
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re le complicamze vascolar del
disbete e, forse, anche Je altre

E I social patwork songsampra
i al comtro di tutto.

l @ oweerowcan

Riocaroo
NEW TORK UNIVERSITY

| ,.&umemo del easi dl
I obealth fa stimare che
nel 2030 quasi |l 10%

degli adulti nal mondo sard
affetio da diabete di tipe 2 con
un eosto sanitario vieino al

gH studi di un medieo ltallano

boro invertire fa ten-
danzsa... o sanza cimbiarci I
dietal

4E' una malattia conosciu-
ta da migliaia dl snni e sem-

Francesco Rubino, che per
prima ha intuito @ dimostrato
che il dlabete & pus sconlfig-

almano [ 30% dei pazianti ot-
theneuna r'ml-uawm oompbb
tae prnl.un.guf.l. oltre
annix Quaran b‘-nlm,
dopo sssersi formata alls Cat-
tollen &l Roma, ha proseguito
| Eun corriern allsstero o nel
"8, rleercators al Mount 8i-
nai Medical Center di New
York, ha teorizzato che la pa-
tofisiologia dell'insnlinoresi-
ltanul. {: amwmblb el
tpo 2, fossa leguta
ad mmﬂﬂa nei meconnismi
di rogolazione gastrolntesti-
nile & potesie s3dere curats
ol bistard.

Albrl medici, gid neghi Anni
B0, avevans omaarvate che,
modificande 'anatomia daflo
stomace & dell'intestino, si
poteva alberare il decorso del
disbate, perd gi ara fampra ri-
temuto che l'sffetto fosse una
oonseguenza del dimagrl-
ments dovuto all'vperazione.
wEntro poehi glornd & al mas-

“Con un bypass gastrico
sconliggo il diabete”

La tecnica inventata da un italiano, reclutato dal King's College

slme in due settimane questl
pazienti non svevano pii bise-
gno dell'insulina e i livelli di
aucchero nel Sangue erano tor-
mati normall - racconta Rubine
« Un cambiaments troppe ra-
pids per ammors caumnts dalln
perdita di pesols Per conferma-
relasua Iwmi. he quindi meo.

diffeato T w standard
di bypass gustrico in modo da
lasciare [ntatia la grandezze
dello stomaedco, ma deviandone
Tuscita, che viene collogata al
secondo tratto dell'intestino te-

oe, quello edigianos, scaval-
cando |a psrte alts, il sducds.
nox. Cosl facendo, la quantits

i zibo ingerito rimane la ates-
sa & 8l poteva quindi attribuire

ognl variazione glicenina
eambinmenti ermonali. Lo ape-
rimentazions sl topl gl ha da-
to ragione & | risultati prelimi-
nari sull'vemo sembrano con.
fermare che la romissiona del
dlabeta non dipende dalla per-
dita di peso. «Lloparasions f sl
che | nutrient] afflulseanc al
“diglinc®, che percepisce una

soyrabbon-
danza df zue-
cheri o di con-

seguenza in- e

nescn | mee-

Francesco

50 ad approcelo contro (| diabe-
te & be malattie metaboliche.

1l termine zchirargia maia-
bolicas & ormal accettato dalla
comunith medica od & aumen-
tato il mumero di chi ricorre al-

Foperazione par motivi di zako-
te pluttosto m per problemi
Mslel ed estatlel legati allabesi-
ti1, Ora Il passo suecessive sark
crears un
nuove medel-
le smnitario
mirato  alla
ciira delle ma-

oblettive che
ha convinto
Rubsino a tra-
sfarirsi a Lon-
dra per dirl-

re il nuove

tuts par in
chirurgis dal
diabete del
King's Caoile-
g, dove dalle
BCOrSo otto-
bre & lilolars

Rubino
hiruego

eanlsml el pupig b eaopessore DiciRURG. G818 prima
ro-andoarini wamiaTcs g pETaboucs  cattedrs  al
per  stablliz- = aﬂ;ﬁ;‘g‘f_‘l“‘“&g'mg iwefida di chi-
zarne il mata- AL KING'S COLLEGE ru_rgil Daria-
boliamos, mionpes  frica o meta-
sploga Rubl. bollen. €11

no, | eul studi hanno contribul-
to n trasformars concotlunl-
mente la chirurgla bariatrics
da terapia per Ia perdita di pe-

programma clinfco surd mukti-
specialistice, con chirurghi, #n-
docrinologi-dinbetologi, asper-
H di nutrizione, paleologl o per-

sonale infermieristioo specia-
lizzato - aggiunge - 1 program-
ma di ricarca s concentrerd
sullo studio dal meccanlsmi
d'azione della chirurgia mota-
balica per comprandera o cau-
8%, afora Beonogelute, di dis-
bote e obasitds,

Ln speranza & di matlere &
punio intorventi pit efficaci o
aviluppare teraple miste far-
macologica-chirurgiche in mo-
do dx sumentars is percentua-
la di suceeasi o pravenies le re-
cidive. Un po’ come in oncolo-
gta al affiancs la chemlotarapis
all'nspertazgione dei tumori
Rubilno & perd convinto che gla
oggl si potrabbe fare meglio, in-
tervenendo negli stadi inlziali
dells malattia. «Puortroppe la
selezlons dal candidati & anco-
ents & erlter] stabilit! 20 anni fs
per la curn dell'chesita o non
del diabets &, quindl, molts as-
sicurazioni sanitarie ne Hmita-
no Vutilizzo 2 pazienti severa-
menta obesis, supportare
la sue convinzloni Rubino ha
inllato ino studle sulfeffeacia
della chirurgis metabolica per
perient! diabetic] con indiea di
masza corpores basso, trs 7 ¢
84, cio2 in soyrappedo o affetti
da ohesita Heve. Lo operazion!
dl hypass gastrico 30no pagate
da Govidien Ple, aziends che 5i
oecupn di strumenti chirmrgis,
® 'sbiattive & rechstara almeno
50 pazient] & seguirne i dacor-
a0 per aingue anni. «Sark
un'occasions per identificare
sottotiph del disbets che non ri-
#pondens alla chirurgia, me
nnche per studlare 1 contriba-
to dei moeoanismi gastrointa-
stinall nalla genes] della malst-
tin @ caplre se pessonn essere
utifizzat] come bersagli di nuac-
v farmasls.

Tl King's College vanta gih
Premi 12 Nobel ¢ chissh che non
abbiano visto giusto anche sta-
walta
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Use of diabetes medication

before and after bariatric surger

100 - Day of 1 L
‘_,/ surgery B Any diabetes medication
90 - & Metformin
=2 go- ./-/'\ @ Thiazolidinediones
- O Sulfonylureas
2 70 A Insulin
8 [ Meglitinides
E 60- <> a-Glucosidase inhibitors
o= 50
£
S 40-
o
cc -
@ 30
S 20-
[4=]
* 104
0- @:_o: P s 9

6 -3 0 3 6 9 12 24 36
Time Point in Relation to Bariatric Surgery, mo

Makary, M. A. et al. Arch Surg 2010;145:726-731.
ARCHIVES OF

SURGERY



Figure 1. Prevalence of Diabetes Remission in the Bariatric Surgery and

Control Groups

[] control group
- Surgery group

ik
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=
S
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I T
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Follow-up Time, y
Total participants
Control 207 135
Surgery 303 236
Odds ratio 13.3 5.3
(95% CI) (8.5-20.7) (2.9-9.8)
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6.3
(2.1-18.9)



5-Yr Outcomes of Surgical vs Medical Treatment of

L) IV -

Open-label, Randomized Clinical Trial
Reduction of CVR and CV Medications After Surgery

A cardiovascular risk

0-22 —@— Medical treatment B Cardiovascular druas
CV R k —B— Roux-en-Y gastric bypass g CV D
9200 IS —i— Biliopancreatic diversion 6 rugs
018
016 5
=
< 014 .
5 012 4
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Z 0.10 ‘3
s 2 .
2 0:08+ & 37 ol ©
S ; g &
0-06 g S 8
004+ £ 2- ]
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013 9 12 24 30 36 42 48 54 60
0_ __________________________________________________________________________
[ | | I I I I I I |
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Time (months)

cet 2015; 386:964-73
wcitt2d.com



5-Yr Outcomes of Surgical vs Medical Treatment of

T2DM: An Open-label. Randomized Clinical Trial

Surgery associated with Improved QoL

D Quality of lifes

p<0-0001

Physical functioning
100

p<0-0001
Total score

p=0-0001
Role physical

—@— Medical treatment
—— Roux-en-Y gastric bypass
—— Biliopancreatic diversion

p<0-0001 p<0-0001
Mental health \ " Bodily pain
p<0-0001 p<0-0001
Social functioning Vitality

General health Role emotional

p<0-0001 p=0-0016 - for i !! -
Rubi ancet 2015;

wcitt2d.com



Gl Mechanisms of Metabolic Regulation

Gut Hormones _ Bile Acids

Insulin secretion

Insulin sensitivity Insulin sensitivity
Beta-cell function Energy expenditure
Beta-cell prollferatlor\ / Gut hormone secretion
Appetite/hunger o Microbiota composition
Energy expenditure o,

Nutrient Sensing ¢—— Yi?” » Glucose Transporters

Hepatic glucose production Glucose metabolism

Appetite/satiety / DN \

Gut Microbiota Intestinal Glucose Metabolism
. o Whole body glucose disposal
Insulin sensitivity

Inflammation Energy expenditure

Energy Expenditure



Diabetes Volume 63, wem 2014 1

Francesco Rubino and Stephanie A. Amiel ®

CrossMark

Is the Gut the “Sweet Spot”
for the Treatment of Diabetes?

Diabetes 2014;63:1-4 | DOE 10.2337/0b14-0402

Oskar Minkowski possessed a rare combination of talents: In particular, Roux-en-Y gastric bypass (RYGB) restores
He was an internist with the intuition of a scientist and first-phase insulin response (10) and results in hyperse-
the dexterity of a surgeon. One day in 1889, he and his cretion of C-peptide and insulin following nutrient in-

Diabetes, July 2014
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A new landscape of Diabetes Care




Broad Endorsement of DSS-Il Guidelines

45 worldwide scientific
societies!
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nts with
2 Diabetes

Nonobese
BMI 230 kg/m? BMI <30 kg/m?
or 227.5 for Asians or <27.5 for Asians
Class | Obese
BMI 20.0-34.9 kg/m?
-37.4 for Asians or 27.5-32.4 for Asians
Expedited Assessment . . . Optimal Lifestyle and Medical Rx
for Metabolic Surgery Optimal Lifestyle and Medical Rx (including injectable meds and insulin)
& =1
Class Il Obese Class | Obese Class | Obese
with Adequate with Poor with Adequate
Glycemic Control Glycemic Control Glycemic Control
<
W v v
.
Consider ‘Nonsurgical
Metabolic Surgery Treatment




Conclusions:

Although additional studies are needed to further
demonstrate long-term benefits, there is sufficient
clinical and mechanistic evidence to support inclusion of

metabolic surgery among anti-diabetes interventions for
people with T2DM and even just mild obesity.

Healthcare regulators should introduce appropriate
reimbursement policies.

THE 3" WORLD CONGRESS ON 2N° DIABETES
INTERVENTIONAL THERAPIES ’ RGER



Surgery can be an effective treatment for type 2 diabetes.

Time to think differently
about diabetes

New guidelines for the surgical treatment of type 2 diabetes bolster hopes of finding a
cure, writes Francesco Rubino, but long-standing preconceptions must be put aside.



June 2016: DSS-Guidelines

THE 3" WORLD CONGRESS ON
INTERVENTIONAL THERAPIES
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A1C I\j()\f\/iﬁ'.I Results in minutes, not days.

L))

Check for
updates

Metabolic Surgery for Type 2
Diabetes: Changing the
Landscape of Diabetes Care

William T. Cefalu't, Francesco Rubino? and David E.
Cummings?

Author Affiliations
Corresponding author: William T. Cefalu,
cefaluwt@pbrc.edu.

Diabetes Care 2016 Jun; 39(6): 857-860.
https://doi.org/10.2337/dc16-0686
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updates

Metabolic Surgery in the
Treatment Algorithm for Type
2 Diabetes: A Joint Statement by
International Diabetes
Organizations

Francesco Rubino'+, David M. Nathan?, Robert H.
Eckel®, Philip R. Schauer?, K. George M.M. Alberti°,
Paul Z. Zimmet®, Stefano Del Prato’, Linong Ji%,
Shaukat M. Sadikot?, William H. Herman'9,
Stephanie A. Amiel’, Lee M. Kaplan?, Gaspar
Taroncher-Oldenburg'! and David E. Cummings'21
on behalf of the Delegates of the 2nd Diabetes
surgery Summit*



January 2017:

The American Diabetes Association (ADA)
introduces surgery in the Standards of Medical Care
for Diabetes

American
Diabetes
. Association.
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“One of the most significant changes in treating
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“Metabolic Surgery for Type 2 Diabetes: The Changing
Landscape of Diabetes Care”



The WNWEW ENGLAND JOURMAL of MEDICINE

ORIGINAL ARTICLE

Bariatric Surgery vs. Conventional Medical
Therapy for Type 2 Diabetes

Geltrude Mingrone, M.D., Simona Panunzi, Ph.D., Andrea De Gaetano, M.D., Ph.D.,
Caterina Guidone, M.D., Amerigo laconelli, M.D., Laura Leccesi, M.D.,
Giuseppe Manni, M.D., Alfons Pomp, M.D., Marco Castagneto, M.D.,

Giovanni Ghirlanda, M.D., and Francesco Rubino, M.D.

Bariatric-metabolic surgery versus conventional medical
treatment in obese patients with type 2 diabetes: 5 year
follow-up of an open-label, single-centre, randomised

controlled trial

Geltrude Mingrone, Simona Panunzi, Andrea De Gaetano, Caterina Guidone, Amerigo laconelli, Giuseppe Nanni, Marco Castagneto,

Stefan Bornstein, Francesco Rubino

THE 3" WORLD CONGRESS

Lancet 2015; 386: 964-73




THE

Gastric surgery can

\alth secretary would lightly spend £600 mil-
m 100,000 operations if he did not think
were essential. That is why the diabetes
-ch community has assembled every possible
sent in favour of gastric surgery as a
nent for the condition. The arguments are
elling and Jeremy Hunt and NHS regulators
d pay attention to them.

stric surgery is traditionally seen as a last
- for the morbidly obese. The latest science
ites-that-it-may-in-fact-be-the-closest thin
wve to a cure for diabetes, which afflicts
iillion people in Britain and consumes 12 per
if global healthcare spending.

betes is the pandemic of the modern age.
/is a direct correlation between rising GDP
1e incidence of obesity-linked type 2 diabe-
sere are also serious barriers to the adoption
rasive surgery as a way of containing it,
ling the high cost per patient and the widely
iew that the first line of defence should be a
\to healthier lifestyles by people seen to have
ht the illness on themselves. Economics as
s science suggest otherwise. Gastric bands

Scalpel, Please

achieve extraordinary results for diabetes sufferers

and bypasses on a mass scale may be the best
investment on offer to a cash-strapped NHS.

Research released yesterday based on 11 clinical

trials finds that surgery can attack the causes of
diabetes, not just its symptoms — and can do 50
more effectively than drugs, diet or exercise. In
one study by Newcastle University the blood-
sugar levels of 18 patients returned to normal after
gastric bypass surgery. In another published last
year half the subjects were, effectively, free of dia-
while, fewerthan half of sufferers who rely on con-
ventional treatments significantly lower their risk
of complications, which include stroke, kidney
failure, blindness and heart disease.

How surgery can achieve such dramatic results
is not yet clear. Some experiments suggest that it
boosts natural insulin production by altering the
secretion of hormones in the gut. Others point to
fat loss in the pancreas itself, allowing formerly
obese patients to resume virtually normal blood-
sugar management. However, the potential for
surgery to reverse the effects of diabetes rather
than merely treat them is;(tz.lear. The conclusion

that surgery should be considered a mainstream
response is unavoidable.

In Britain the first step towards this would be
for the National Institute for Health and Care

‘Excellence (Nice) to approve surgery not just for

extreme obesity but specifically for advanced
type 2 diabetes. About a million patients would be
eligible. Of these 100,000 would be highly likely to
benefit. At present, their treatment costs the NHS
about £3,000 per patient a year. At an average cost
er operation of £6,000 ealth

expect to earn that back in subsequent savings
within two years.

Some worry that the easy availability of surgery
would signal to diabetes sufferers that better diets
and less sedentary lifestyles were no longer para-
mount. This advice has not stopped the global in-
cidence of diabetes quadrupling since 1980. More-
over, surveys show that the rapid results achieved
through surgery often encourage patients where
willpower alone has let them down. In straitened
times, with an ageing population and spiralling
diabetes-related costs, Nice and the NHS need to
think outside the box and embrace the band.

“The_conclusion that Surgery should be considered
a mainstream response is unavoidable”

6,000 the health service could



OBESITA’
Approccio multidisciplinare ( OBESITY UNIT )

»Endocrinologo/ Internista
» Nutrizionista

» Psichiatra/Psicologo

» Endoscopista

» Anestesista

» Chirurgo

»Radiologo



together everyone

TEA
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achieves more

Endocrinologa: R. Talarico

Medico Nutrizionista : A. Curti,

Psicoterapeuta: G. Marchese

Gastroenterologo: M. Verta

Anestesisti: A. Silvagni, L. Brunelli

Radiologi: M. Florio, A. Zanolini

Chirurghi: N. Urso, C. Chiodo, D. Chiappetta



Bariatric and Methabolic Team Annunziata Hospital - Cosenza
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BARIATRIC SURGERY:
THE SOLUTION FOR TYPE 2 DIABETES?

Prof. Francesco Rubino, M.D.
Chair, Bariatric and Metabolic Surgery
King’s College London
King’s College Hospital



nts with
2 Diabetes

|

Expedited Assessment
for Metabolic Surgery

Nonobese
BMI 230 kg/m? BMI <30 kg/m?
or 227.5 for Asians or <27.5 for Asians
Class | Obese
BMI 20.0-34.9 kg/m?
-37.4 for Asians or 27.5-32 .4 for Asians
. . . Optimal Lifestyle and Medical Rx
Optimal Lifestyle and Medical Rx {including injectable meds and insulin)
I =1
Class Il Obese Class | Obese Class | Obese
with Adequate with Poor with Adequate
Glycemic Control Glycemic Control Glycemic Control /
\
"
Consider ‘Nonsurgical
Metabolic Surgery Treatment
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Diabetes Care: “Taking It to the
Limit One More Time”

William T. Cefalu't, Andrew J.M. Boulton?, William V.

Tamborlane3, Robert G. Moses?, Derek LeRoith>,
Eddie L. Greene®, Frank B. Hu’, George Bakris®,
Judith Wylie-Rosett?, Julio Rosenstock'?, Steven E.
Kahn'!, Katie Weinger'?, Lawrence Blonde'3, Mary
de Groot'4, Stephen Rich'>, David D'Alessio'®, Lyn
Reynolds'’ and Matthew C. Riddle'8

Author Affiliations
Corresponding author: William T. Cefalu,
cefaluwt@pbrc.edu.

Diabetes Care 2017 Jan; 40(1): 3-6.
https://doi.org/10.2337/dc16-2326

diabetes (3). Another “first” was presentea in the

June issue, which featured 12 articles supporting
bariatric/metabolic surgery as a new treatment
option in the management of type 2 diabetes (4).
The centerpiece of this collection was a contribution
from Rubino et al. (5), writing on behalf of 48 voting
delegates from the 2nd Diabetes Surgery Summit
(DSS-11). This international consensus conference,
organized in collaboration with major diabetes
organizations, proposed new evidence-based
guidelines for surgical treatment of type 2 diabetes,
the first in over 20 years of experience. The report

summarized a large body of evidence

demonstrating that several gastrointestinal

operations, originally designed to promote weight

loss, improved glucose homeostasis more

effectively than any current pharmaceutical or

behavioral approach and led to sustained

improvement of glycemic control in many patients
with type 2 diabetes (5). Diabetes Care was honored
to be the journal chosen to disseminate these
important and new treatment guidelines, which
promise to help medical providers and patients

alike in assessing treatment options!
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The case of Laron-type dwarfism

Laron syndrome is characterized
by a mutation at the GH receptor;
Subjects with LS lack IGF-1

Characteristic visceral obesity

99 Villagers with Laron-type
dwarfism studies for 24 years
— Diabetes and cancer free

— Normal relatives had same
prevalence of diabetes and cancer
compared to village population
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» mortalita  0.17 complessiva »EWL 45% Bendaggi
54 Sleeve
0.10% Bendaggi 58 Bypass
0.15 Sleeve 66 Diversione
0.54 Bypass

0.80 Diversione

» complicanze 1.9% Bendaggi » diabete Sleeve 26.5-75%
8.3 Sleeve Bypass 42-93%

12.4 Diversione
14.2 Bypass









Baseline Surgical Risk

ASA Score

CClI Score

Colorectal
* Colorectal
Neck
Neck
Adrenal
*
] Hernia
| Gallbladder

Metabolic/Bariatric
*

Gastro-esophageal

Gallbladder

Metabolic/Bariatric
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Biological Effects of RYGB are the Opposite of those from

Restriction of Food Intake by Dieting

Diet RYGB

Energy expenditure W AN
Appetite A Vv

Hunger N 2

Satiety 7 A

Reward-based eating ) .
Stress response N W
Gut peptides

Ghrelin p N7

GLP-1, PYY, CCK, amylin b A

Courtesy of Dr LM Kaplan
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Skill Factor ( >80 procedure/anno )

» Degenza 338 vs 51 %
» Complicanze 10.2 vs 14.5%

> Mortalita 03 vs 1.2%



Misperception

National Health Care Budgets

Diabetes

Obesity

THE 3" WORLD CONGRESS ON 2N° DIABETES
INTERVENTIONAL THERAPIES ; RGER

SRTTIE SR it



Methods

Feb 2014 March 2015
Bariatric/Metabolic 100 pts
Consecutive, all comers
Other 100 pis March 2015
Elective
Procedures

Consecutive, selected

Seniority of surgeons: Consultant level, specialized

THE 3" WORLD CONGRESS @ 2M0 DJABETES SURGERY SUMMIT
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Landscape of Diabetes Care”



Reports of Diabetes Remission after
Bariatric Surgery Procedures

Jejuno-ileal bypass

— Ahmad et al; Diabetes Care 1978

— Ackerman NB. Surg Gynecol Obstet.
1981

Verical banded gastroplasty
— Neve HJ et al; Obesity Surg 1993

Biliopancreatic diversion
— Scopinaro et al; WJS 1998

Gastric Bypass

— Printen et al; Am Surg 1979
— Pories et al; Ann Surg. 1987
— Pories et al; Ann Surg 1992




RY-Gastric Bypass Biliopancreatic Diversion
BPD-
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5-Yr Outcomes of Surgical vs Medical Treatment of T2DM:

An Open-label, Randomized Clinical Trial

A

Medical treatment Roux-en-Y Biliopancreatic
100 - gastric bypass diversion

90 -
80
70
60 -
50
40 -
30
20
10 —

Remission (%)

2 5 2 5
Time (years)

THE 3" WORLD CONGRESS @ 2%t DJABE TES SLHG<RY SUMMIT

et-2015; 386:964-73
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5-Yr Outcomes of Surgical vs Medical Treatment of T2DM:

An Open-label, Randomized Clinical Trial

HbA, (%) MT RYGB BPD P value

Baseline 85 (1-3) 87 (1-4) 8:9 (1-8) 0-66

5years 6.9 (0-6) 6.7 (0-5) 6-4 (0-4) 0-0280
Diabetes medications

Medical treatment Roux-en-Y gastric bypass Biliopancreatic diversion

47% 47% | [13% | 32% 100% 79% 42% 47% 95%
47 %
16% 5%
1
53% 53% 53% 53%
40% 5%
16% 5:%
I T T I I T T I I T T I
Baseline 2 years 5 years Baseline 2 years 5 years Baseline 2 years 5 years

] OHA [ Insulin [ OHA and insulin

BN GLP-1 agonist, OHA, and insulin [ No treatment

Number of OHA tablets

Medical treatment Roux-en-Y gastric bypass Biliopancreatic diversion

Baseline 3 (0) 2-53 (1-12) 2-84 (0-69)
2 years 3 (0) O (0O) O (0O)
5 years 3 (0) 0-32 (0-67)

0-11 (0-46)

G. MiTH&s88€....F. Rubino-Tancet 2015; 386:964-73. wcittZd.com



5-Yr Outcomes of Surgical vs Medical Treatment of

L) IV -

Open-label, Randomized Clinical Trial
Reduction of CVR and CV Medications After Surgery
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5-Yr Outcomes of Surgical vs Medical Treatment of

T2DM: An Open-label. Randomized Clinical Trial

Surgery associated with Improved QoL

D Quality of lifes

p<0-0001

Physical functioning
100

p<0-0001
Total score

p=0-0001
Role physical

—@— Medical treatment
—— Roux-en-Y gastric bypass
—— Biliopancreatic diversion

p<0-0001 p<0-0001
Mental health \ " Bodily pain
p<0-0001 p<0-0001
Social functioning Vitality

General health Role emotional

p<0-0001 p=0-0016 - for i !! -
Rubi ancet 2015;

wcitt2d.com



The NEW ENGLAND JOURNAL of MEDICINE

“ ORIGINAL ARTICLE

Bariatric Surgery versus Intensive Medical
Therapy for Diabetes — 3-Year Outcomes

Philip R. Schauer, M.D., Deepak L. Bhatt, M.D., M.P.H., John P. Kirwan, Ph.D.,
Kathy Wolski, M.P.H., Stacy A. Brethauer, M.D., Sankar D. Navaneethan, M.D., M.P.H.,
Ali Aminian, M.D., Claire E. Pothier, M.P.H., Esther S.H. Kim, M.D., M.P.H.,
Steven E. Nissen, M.D., and Sangeeta R. Kashyap, M.D.,
for the STAMPEDE Investigators*

March, 2014
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Odds of Diabetes Remission or Glycemic Control in

Surgical vs. Non-Surgical Intervention RCTs

Study Surgery Control 95%-CI ®)
Wentworth 2014 (AGE) GC 21 [23] 15[25]  [1.41;18.71] S a
Wentworth 2014 (AGE) 12[23]  2[25] [2.37; 27.84] — 1
Liang 2013 [RYGE) 28[31]  0[7C] [33.89; 222.08] — o,
Parikh 2015 (RYGE/LAGE/SG) 13[20]  0O[24] [5.85; 76.51] — >
lkramuddin 2015 (RYGE) 15[60] 0 [59] [3.23; 27.9] BMI < 35 — §
Courcoulas 2014 (RYGB/AGE) 18[41]  O[17] [2.24; 25.21] — S
PRRRAAS AR B ALAPALEEEE EEEEEEEEEEES b EEEEEEEEEE %
Ding 2015 (LAGE) GC & [18] 5 [22] [0.42; 6.66] BMI=235 —|=«— «Q
Ding 2015 (LAGE) 1118] 0 [22] [0.18; 474.36] - =
Dixon 2008 (AGE) GC 25[20] 6 [26] [3.71: 30.47] —a— 8
Dixon 2008 (AGE) 22[28] 4 [26] [3.79: 30.96] — =
Schauer 2014 (RYGE/SG) GC 63 [97] 16 [40]  [1.31; 5.8] —a g
Schauer 2014 (RYGB/SG) 27[97]  0[40] [2.28; 14.42] —— &
Sjostrm 2015 (AGE/VBG/RYGE) 35 [115] 4 [62] [1.91; 8.42] - =1
Mingrone 2012 (RYGE) 15[200  0O[20] [6.4; B0.17] — 4 g
Mingrone 2012 (BPD) 19[20]  0O[20] [12.05; 139.75] — -
ot oo a1 1 0 f0 1000
Favors Meds- Favors Surgery )SS
“* Tifestyle w e

, et al (unpublished)



Meta-Analysis of Surgical vs.

Medical Treatments for T2DM in BMI <35
HbA1c

Surgery Control Mean difference
Study N MeantSD N MeanzSD MD 95%-Cl W(fixed) W(random)
Chiellini 2009 (BPD) 5 5.7+0.2 7 8.6+0.3 -- E -29 [-3.2;-2.6] 10.6% 9.2%
Scopinaro 2011 (BPD) 30 65+0.8 38 7.7+0.7 - 240 [=Eue 8] 7.5% 9.0%
Serrot 2011 (RYGB) 17 6127 17 7.1x1.8 —-—-—— -1.0 [-2.5; 0.5] 0.4% 4.5%
Abbatini 2012 (SG) 9 509+1.7 9 8.2+1.8 —-—:— -2.3 [-3.9; -0.7] 0.4% 4.3%
Geloneze 2012 (DJB) 18 8.0+0.8 18 8.6+0.9 I+ -0.6 [-1.2; 0.0] 3.2% 8.4%
Scopinaro 2014 (RYGB) 20 7.0+1.4 27 7.7+09 = -0.7 [-1.4; 0.0] 2.0% 7.8%
< .
-i::-—
Dixon 2008 (AGB) 29 6.0+0.8 26 72+14 —- -1.2 [-1.8;-0.6] 2.6% 8.1%
Ikramuddin 2013 (RYGB) 57 6.3t0.9 57 7.8+15 + -1.5 [-2.0; -1.0] 4.8% 8.7%
Liang 2013 (RYGB) 31 6.0+0.3 70 7.1x0.3 ;:I -1.1 [-1.2;-1.0] 61.3% 9.5%
Courcoulas 2014 (RYGB/AGB) 41 6.6+2.2 17 6.9+0.8 : —— -0.3 [-1.1; 0.5] 1.6% 7.5%
Halperin 2014 (RYGB) 19 62+1.4 19 8.8x1.0 _— -25 [-3.3;-1.7] 1.6% 7.5%
Schauer 2014 (RYGB/SG) 97 6.8+1.3 40 8.4+2.2 + -1.6 [-2.3;-0.8] 1.9% 7.7%
Wentworth 2014 (AGB) 23 6.1+x1.0 25 7.3x14 —,I— -1.2 [-1.9; -0.5] 21% 7.9%
0
<
Fixed effect model 396 370 il} -1.3 [-1.4; -1.2] 100% -
Random effects model <> -1.4 [-1.8; -0.9] - 100%
Heterogeneity: I-squared=91.6%, p<0.0001 : I
| | I |
-4 -2 0 2 4
MUIIer-St|Ch BP et al, Ann Surg 261 421 (2015) <— Lower in Surgery Lower in Control —>
Absolute difference in HbA1C (%) 0




Bariatric Surgery
VS
Diabetes Surgery

Obesity Diabetes
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“Diabetes Surgery”: A Controversial Name

Endocrinologists:

*Concerns about giving surgeons “a license” to operate on any
patient at any BMI

Surgeons:

*Concerns that diabetes surgery may distract attention from the
treatment of obesity

*“Bariatric surgery” now well known among physicians and
public at large

“Bariatric Surgery for Diabetes”

THE 3" WORLD CONGRESS ON 2N° DIABETES
INTERVENTIONAL THERAPIES r RGER

SARTTIE SR ST



“Bariatric Surgery for Diabetes”...
...a square peg in a round hole”

THE 3" WORLD CONGRESS @ 2M0 DJABETES SURGERY SUMMIT
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Selection Criteria

DISEASE-SPECIFIC CRITERIA

Obesit BMI (?)
y

Diabete HbA1c? CVR?

Responsiveness to
medical treatment?

THE 3" WORLD CONGRESS @ 2M0 DJABETES SURGERY SUMMIT
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Post-operative Follow-Up

DISEASE-SPECIFIC CRITERIA

Obesit Weight Reduction
y Diet, exercise

Diabete Diabetes Control,
CVD Risk reduction
Adjuvant medical Tx?

THE 3" WORLD CONGRESS @ 2M0 DJABETES SURGERY SUMMIT
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OBESITY BIAS > MISPERCEPTIONS
and "BARIATRIC SURGERY

Access to Care

wcitt2d.com



Perception of risks of bariatric surgery

Bariatric Surgery Elective General Surgery

Cholecystectomy, Hernia Surgery,
Reflux Surgery, Colorectal (benign)

wcitt2d.com



SAFETY PROFILE AND HEALTHCARE USAGE OF

BARIATRIC-METABOLIC SURGERY COMPARED TO

D.Tassinari?, S.Panagiotopoulos?, E.Giorgakis!, L.Castagneto-Gissey?,
J.CasellaMariolo?, A.Salerno?, A.Chang?!, A.Patel?, A.Hag?, S.Ramar?, G.Galata?,

K.M.Schulte?, F.Rubino?

Metabolic and Bariatric Surgery, Division of Diabetes and Nutritional Sciences, James Black Centre, King’s College
London, Denmark Hill Campus, London, UK
2Department of Surgery, King’s College Hospital, Denmark Hill, London

Presented at the 34 World Congress on Interventional Therapies for Type 2 Diabetes
London, September 29, 2015
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Study Aim

To compare peri-operative safety and healthcare usage
after bariatric surgery and other commonly performed
elective procedures
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Methods

Feb 2014 March 2015
Bariatric/Metabolic 100 pts
Consecutive, all comers
Other 100 pis March 2015
Elective
Procedures

Consecutive, selected

Seniority of surgeons: Consultant level, specialized
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Selection Criteria

Bariatric/metabolic Control groups of
surgery. elective surgeries
« All comers Exclusion Criteria:

 Emergency procedures

« Cancer

« Day-surgery
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Morbidity classification

Major morbidity:
Minor morbidity:
-Any complications requiring
surgical, endoscopic or - Any complications not included
radiological intervention in the major list

-Pulmonary embolism

-Bleeding requiring transfusion
of = 2 units of blood

-Life-threatening
complication requiring IC/ICU-
management

- Single or multiple organ

X FQMQ;M@QIUQQ King WC, et al. Perioperative safety in the longitudinal assessment of bariatric surgery. N Engl J Med
2009;361:445-454.
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The Clavien-Dindo Classification of Surgical
Cvo‘r‘nplications

Any deviation from the normal postoperative course without the need for pharmacological treatment or
surgical, endoscopic and radiological interventions. Allowed therapeutic regimens are: drugs as
antiemetics, antipyretics, analgetics, diuretics and electrolytes and physiotherapy. This grade also includes
wound infections opened at the bedside.

Grade II:

Any deviation from the normal postoperative course requiring pharmacological treatment with drugs other
than such allowed for grade | complications.
Blood transfusions and total parenteral nutrition are also included

Grade lIl:

Any deviation from the normal postoperative course requiring surgical, endoscopic or radiological
intervention:

A: intervention not under general anesthesia Suffix 'd":

B: intervention under general anesthesia _
If the patients suffers from a

Grade 1V: complication at the time of
discharge, the suffix “d” (for
‘disability’) is added to the
respective grade of complication.
This label indicates the need for a

Life-threatening complication requiring IC/ICU-management:
A: single organ dysfunction (including dialysis)
B: multi organ dysfunction

Grade V: follow-up to fully evaluate the
complication.

wcitt2d.com




« Atotal of 700 patients were included in this study

* Follow up data: 100% inpatient; 98% at 1 month and
96% at 3 month postop.

* There was no mortality in any group
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Baseline Surgical Risk

ASA Score

CClI Score

Colorectal
* Colorectal
Neck
Neck
Adrenal
*
] Hernia
| Gallbladder

Metabolic/Bariatric
*

Gastro-esophageal

Gallbladder

Metabolic/Bariatric

oA B
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Colorectal

Hospital Stay [LoS] (Days)

Adrenal

Gastro-esophageal

Neck

Gallbladder

Hernia

Metabolic/Bariatric
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30-Day Safety Composite Score

Number of major events (major morbidity, re-admissions, and re-operations) within the

first 30 days after surgery.
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30-Day Safety Composite Endpoint

(re-admission, re-operation and major morbidity)

Colore el | ———— 23,5
Gastro-esophageal | 134
Gallblabber | —— ©-37
Adrenal | 505 *

Hernia . 3

NS

Neck . 3 p

Bariatric/Metabolic | 0
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3-Month Safety Composite Endpoint

(re-admission, re-operation and major morbidity)

Gallblabber
Gastro-esophageal

Colorectal

Neck

Adrenal

* = p<0.05

Bariatric/Metabolic

—

Hernia |
—

[

' ' ' 'Percentage % '
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Costs of bariatric surgery
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Target Population

Nlanagement Algorithm for Type 2 Diabetes

Lifestyle Modification; Diet
eweight control
ephysical activity

'
Metformin
Surgery ?? ;
Sulphonylurea
Acarbose DPP-4 inhibitor Glitazone Insulin
.’
| | ! )
A\ 4 \4
Basal > Premixed

THE 3" WORLD CONGRESS ON 2N° DIABETES

INTERVENTIONAL THERAPIES




NICE

"

Obesity Guidelines 2014

Bariatric/Metabolic Surgery
for pts with T2DM and BMI >30

Diabetes Guidelines 2015

No mention of Surgery for
diabetes treatment at any level
of BMI

THE 3" WORLD CONGRESS @ 2M0 DJABETES SURGERY SUMMIT

131
wcitt2d.com



2"d Diabetes Surgery Summit

American EASD
Dlﬂh'EtES European Association
.Association. for the Study of Diabetes

I~ DIABETES UK
Dy International
Diabetes CARE. CONNECT. CAMPAIGN.
Federation
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DSS-Il Voting Delegates
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Geographic diversity

® UsA

® UK

O ltaly

® Australia
@® China
® Ireland
® Spain
® Belgium
® Grazil
® Canada
® Chile
® India

@ Poland
® Taiwan

14 countries
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Clinical diversity

@ Endocrinology
® Surgery

@ Internal Medicine
7 specialities @ Cardiology

@ Gastroenterology
® General Medicine
@ nutrition
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Evidence gathering and analysis

Study

Wentworth 2014 (AGB) GC
Wentworth 2014 (AGB)

Liang 2013 (RYGB)

Parikh 2015 (RYGB/LAGB/SG)
Ikramuddin 2015 (RYGB)
Courcoulas 2014 (RYGB/AGB)

Halparin 2;" (RYGB) GC
Ding 2015 (LAGB) GC
Ding 2015 (LAGB)

Doon 2008 (AGB) GC
Dexon 2008 (AGE)
Schauer 2014 (RYGB/SG) GC
Schauer 2014 (RYGB/SG)
Spstrdm 2015 (AGB/VBG/RYGB)

Mingrone 2012 (RYGB)
Mingrana 2012 (BPB)

Surgery Control 95%~Cl Study Surgery Control 95%-~Cl
s ke —— Wentworth 2014 (AGB) 458 038 1-1.58: -0.38] -
1223) 225 [2.37; 27.84] L
28 [31] oo 133.89; 222.08] — Liang 2013 (RYGB) 433 30 [4.33;-3.01] -
13 [20] 0124 [5.85: 76.51] e
Parkh 2015 (RYGBLAGBISG) 1.79 051 [1.79; 0.51] e
15 [60] 059 3.23;27.9] —
18 [41] onn [2.24:25.21] BMI 535 kghm? Ikramuddin 2015 (RYGB) -A1.19 D44 [-1.19; 0.44) -
15 [19] 4n19] [2.72: 33.44]
BMI >35 kg/m’
spy 522 10.42: 6.66] _ Courcoulas 2014 (RYGB/AGB) 072 041 10.72; 0.41] = BMI S35 kg/m?
ssssssssssssesessssasasarasssasssssdeasassensdananansend
: B
L ez AR ATAR Halporin 2014 (RYGB) 293 1.34 12.93; -1.34] e BMI >35 kg/m?
25 [20] 6126 [3.71: 30.47] e
2229) 4126 13.79; 30.96] — Dixan 2008 (AGB) 163 05 [-1.63; 0.50] .
63 [97] 16 [40] [1.31:5.8] -
Schauer 2014 (RYGBISG) 134 066 [-1.34; -0.66] -
2797 oj40] [2.28: 14.42] —e—
EMmE 42 [1.91: 8.42] —— Mingrone 2012 (BPD) 208 428 1-7.05; 4.28] —
15 20} 020 [6.4:80.17] —_——
19 20 o120 112.05: 130.75] s Mingrane 2012 (RYGB) -2.19 079 1-2.19; -0.70] —-—
T ] T o 78 50 28 0 5 [ s
Randomized controlled trials
Stady Desige, sample seze, Critersa pr:l‘zul\i O
follow-up Remission
Cummings el RYGH va. Medical HbAle <604 RYGH Medical + gample size cxleulstion
al. J015 43 patients no eedbeation Basehing 12 momths Haseline 12 enonihs = method of randoemzation reposted
FUF: 12 moaths N 23 15 0 17 ~ blinding
mlti-centre BMI (kg/imn®) 383 £37 284 EI0 3714335 MTHLE = defindtion of outcome paraneiers
Hbalc(%)  77%10 B4 £1.6 73+09 69+13 + standardieed weatment
Rernission (%) - 6l (W15) - 59 (117 + andeation o el anelysis
Glyeemse control (%) - . - - + standardized FUP
Hypertension (%) - - - - - reasons to FUP reported
Huynerinidermis (%) < . : i
Courcoulas et RYGB/LAGH vi_ HbAle < 6.5 % and Y GH LAGH Mudseal + sarnple size cxlealstioa
&l 2015 Medical FPG < 126 mg/dl Bascline 36 momths Haseline 36 maonihs Baseline 36 months  ~ methed of sandeenization repested
69 patients no medication N 24 33 0 i4 - o0 blmding
FLP: 36 months BMI (kgin)  35.5+26 0.7 355434 0407 3340+ 0.8 defiition of sutcome pesaisiens
single-centre HbAlc(%)  B7#22 71404 79423 714032 72404 - stesdardiend weatment
Rernission (%) - A (818} - 29 (619 - Gl4) 7 mdention-to-ireat-arlysis
Glyeemse control (%) - als - na - nfa = standardized FUP
Hypertension (%) 50 (12/24) alx §9(13/22) wa TO 1623} ni ~ reasons for Joss w FUP repored
Hyperlipidernis (%) 58 (14/24) nis 72 (1622) i 65 (15723} nia
Mingrone et RYGHBEFD ve., HbaATe <6.5% and ] BPDY Murdieal + sample size cxleulation
al 7015 Maudical FPG < 100 mp/dl Baschine 0 months Haseline 0 enonlhs Baseline 6l months _ + method of sandoenization reposted
60 patients no medication M 20 19 20 19 I 15 - 60 blmdiag
FLIP: 80 enonths BMIfkgin) 4485 +516 33828 4504+ 7R 303440 4562+ 624 420588 defiition of sutcome pesaistens
single-cimtes HbAle(%) 856314 8702 &8+ 111 64404 551+ 124 p94np  ©stendardiend treatment
Rernission (%) - T (19 - 63 (1219 - Gils)  mlention lo ieal dnalysis
Glyeemze control (%) - nlz - na - nfa = standardized FUP
Hyperiension (¥a) e oz nia wa nis na = reasons e FUP reperied
Hyperdinidernis (%) i nig hi'k ] na i na
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The DSS-II Delphi process

e 36 initial questions
e Several statement categories:

O General framework

O Definition of Diabetes Surgery (DS)
O Definition of DS success

O Patient selection criteria

O The case for DS at BMls < 35

O Preoperative considerations

O Postoperative considerations
e 47 faculty involved
® 3 iterations
® Over 80% consensus achieved
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34 World Congress: presentation and discussion of draft
recommendations
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DSS-Il: Face to Face Meeting

INTERVER
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DSS-1I: Consensus Conference

Diabetes Care
Face to Face ;

Meeting
(Sept 30-
closed
session) ; :
Delphi phase Review by
(3 rounds) Partner
pa— : organizations
Discussion and
of draft .
recommend endorsing
Iguidelines societies
Review and and public
Appraisal of input
Evidence Sept 30
Morning
sessions
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DSS-II
Given its role in the regulation of glucose levels
in homeostasis and in disease, the Gl tract
constitutes a clinically and biologically
meaningful target for anti-diabetes
interventions.
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« Atotal of 700 patients were included in this study

* Follow up data: 100% inpatient; 98% at 1 month and
96% at 3 month postop.

* There was no mortality in any group
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OBESITA E CHIRURGIA:

ISTRUZIONI PER L’USO
19 MAGGIO 2018
VILLA FABIANO - RENDE COSENZA

Recionae

RESPONSABILE SCIENTIFICO: DR. CARLO CHIODO

PROGRAMMA

Ore 8,30 Registrazione dei partecipanti
Ore 9,00 Introduzione dei Lavori - C. Chiodo
SALUTO DELLE AUTORITA
PRIMA SESSIONE: Approccio metodofogico al paziente Obeso —
Ore 9,20  Prevenzione e Stili di vita nel paziente Obeso: esiste un ruolo per il Medico di Base? - P. Guglielmelli
Ore 940  Limportanza della Multidisciplinarieta nella cura delle patologie complesse: La presa in carico e la creazione dei PDTA - M, Loizzo
Ore 10,00 Patologle Endecrine ed Obesita: lo screening endocrinologico propedeutico alla Chirurgla - R, Talarico
Ore 10,20 La gestione del paziente in un reparto di Chirurgia Bariatrica: Nursing pre € post operatoric - B. Baffa Scirocco- S. De Rose
Discussione
Ore 11.00  Coffe break

SECONDA SESSIONE: La gestione pluri-specialistica del paziente Obeso

Ore 11,20 | disturbi del comportamento alimentare (DCA): |a percezione della propria immagine corporea - A. Funaro

Ore 11,40 Chirurgia & Riabilitazi ! -A. Curti

Ore 12,00 Diagnostica strumentale nel paziente Obeso - M. Florio

Qre 12,20 || Management anestesiologice del paziente Obeso - P. Brunelli

Ore 12,40  Procedure endoscopiche nel paziente Cbeso: Il ruolo del gastroenterologe nel trattamento di prima istanza e nelle complicanze della chirurgia — M. Verta
Discussione

Ore 13.30 Light Lunch

TERZA SESSIONE: I Trattamento Chirurgico defle Malattie Metaboliche

Ore 14,30 L'arrivo del paziente Obeso in Sala Oy s R di un intervento di Chirurgia Bariatrica - C. Murano - I. Crocco
Ore 14,50 La Chirurgia dell'Obesita: varianti Tecniche e Risultati - A. Urso
Ore 15,10 La Rinascita dei pazienti Obesi dopo Chirurgia: esperienze a confronto - R. Chiarello
Discusslone
Ore 16,30 Valutazione dell'Apprendimento e Questionario ECM
Ore 17.30  Conclusiene dei Lavari

INFORMAZIONI GENERALI

SEGRETERIA ORGANIZZATIVA
SSIMEFAC
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TERAPIA CHIRURGICA
DELL OBESITA’

Dr. Ninni Urso
UOSD Chirurgia Bariatrica
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DELL ADULTO
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|| sottoscritto

ai sensi dell’art. 76 comma 4 dell’Accordo Stato-Regioni del 2 febbraio 2017 e in
accordo con il Codice Etico della Xenia S.a.s.

dichiara

per l'evento in oggetto l'esistenza negli ultimi due anni di rapporti di natura
finanziaria e lavorativa con le seguenti imprese commerciali operanti in ambito

sanitario
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LA TERAPIA CHIRURGICA
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“ liatiana 4O

Maria Perticone

Franco Arturi Marco Ricchio
Achiropita Curti Mariarosa Russo
Maria Chiara Pelle Faustina Barbara Scavelli

Professione: Medico Chirurgo

Discipline: Cardiologia, Gastroenterologia, Geriatria,
Malattie Metaboliche e Diabetologia, Malattie
dell'apparato Respiratorio, Medicina interna,
Pediatria, Psichiatria, Chirurgia generale,

Igiene degli Alimenti e della Nut: ne,

Medicina Generale (medici di famiglia),

Scienza dell'alimentazione e dietetica

08:00-08:30 | Registrazione dei partecipanti
08:30-09:00 | Apertura dei lavori e saluto delle Autorita

Moderatori: Gaudenzio Stagno, Maria Perticone

09:00-09:20 | L'obesita infantile
09:20-09:40 | L'obesita nel paziente anziano

09:40-10:00 | Obesita come conseguenza d
del comportamento alimentare

10:00-10:15 | Discussione sui temi trattati

Moderatori: Faustina Barbara Scavelli, Achiropita Curti

10:15-10:25 | La

10:25-10:45 | La terapia farmacologica

10:45-11:05 | La chirurgia metabolica

11:05-11:20 | Discussione sui temi trattati
11:20-11:45 | Coffee break
11:45-12:15 | La parola ai pazienti;
Pimportanza delle nuove tecnologie
per il raggiungimento
ed il mantenimento dei risultati

12:15-13:15 | Workshop teorico-pratico:
Uinterpretazione di un esame

bicimpedenziometrico

13:15-14:30 | Lightlunch a buffet

Professione: Biologo

Professione: Psicologo
Discipline: Psicoterapia, Psicologia
Professione: Infermiere
Professione: Dietista

Responsabile Scientifico: M. Perticone

0 | Lettura magistrale:
Il paradosso dell’'obesita: mito o realta?

Moderatori: Angela Sciacqua, Gaetano Mauro

15:00-15:20 | Cefalea e obesita:
differenti cause, stessa terapia?

15:20-15:40 | OSAS e obe: : un circolo vizioso

15:40-16:00 | BPCO e asma:
valutazione e management terapeutico

Resp UOSD Chirurgia Bariatrica e Metabolica

quale trattamento & pil indicato?

16:20-16:30 | Discussione sui temi trattati
16:30-17:00 | Coffee break

Moderatori: Elena Succurro, Francesco Luciano

17:00-17:20 | Importanza del microbiota intestinale
nel controlla del peso corporeo

17:20-17:40 | Le infezioni nel paziente obeso
17:40-18:00 | Adiposopati sregolazione energetica
ed obesita: evidenze per possibili
approcci terapeut
0 | Discussione sui temi trattat
18:10-18:40 | Questionario di verifica dell’apprendimento

Assemblea soci

Chiusura dei lavori

LA CHIRURGIA METABOLICA

Dr. Ninni Urso
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Morbidity classification

Major morbidity: Minor morbidity:

-Any complications requiring N . :
surgical, endoscopic or - Any complications not included in the

radiological intervention major list
-Pulmonary embolism

-Bleeding requiring transfusion of
= 2 units of blood

-Life-threatening
complication requiring IC/ICU-
management

- Single or multiple organ
dysfunction

« Flum DR, Belle SH, King WC, et al. Perioperative safety in the longitudinal assessment of bariatric surgery. N Engl J Med
2009;361:445-454.

+ Bariatric, Metabolic, and Diabetes Surgery What's in a Name? Rubino R, Shukla A, Pomp, Moreira M, et al. Ann Surg 2014;259:117-122
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Baseline Surgical Risk

ASA Score

Colorectal

Neck

Adrenal

Hernia

Gastro-esophageal

Gallbladder

Metabolic/Bariatric
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