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ECCO statement 11l

Patients with steroid-dependent disease should be treated
with a thiopurine [EL2], anti-TNF [EL1] [preferably com-
bined with thiopurines, at least for infliximab [EL2]],
vedolizumab [EL2], or methotrexate [EL2]. In case of treat-
ment failure, second-line medical therapy with an alterna-
tive anti-TNF [EL4], vedolizumab [EL2], or colectomy [EL5]
should be considered




ECCO statement 11J

Moderate disease refractory to oral steroids should be
treated either with intravenous steroids [EL4] or anti-TNF

[EL1] preferably combined with thiopurines, at least for
infliximab [EL2], vedolizumab [EL2], or tacrolimus [EL2].
Second-line medical therapy with a different anti TNF
[EL4] or vedolizumab [EL2] may be an option; colectomy
should also be considered




ECCO statement 11K

Patients with moderate colitis refractory to thiopurines
should be treated with anti-TNF [EL1], preferably com-

bined with thiopurines, at least for infliximab [EL2], or
vedolizumab [EL2]. In case of treatment failure, a differ-
ent anti-TNF [EL4] or vedolizumab [EL2] should be con-
sidered, and colectomy recommended if further medical
therapy does not achieve a clear clinical benefit [EL5]







Infliximab
MeAetec ACT




Tahle 2. Baseline Characteristics of the Patients in ACT 1 and ACT 2.*

Characteristic ACT1 ACT2
5 mg of 10 mg of 5 mg of 10 mg of
Placebo Inflimab  Inflimab P Placebo Inflcimab  Inflximak P
(N=121)  (N=121) (N=122) Value} (N=123)  (N=121) (N=120) Valuet
Male sex — no. (36) 72(59.5) 78 (645  72(50.0) 063 71(57.7) 76(62.8) 6B (56.7)  0.58
WHRITE race — no. (58] TIT(51.7) 116 (35.8] 113 (926) 0.6 TI7(o5.1] 118 (95.9) 111 (32.5) o103
Age —yr 41.4+13.7 4242143  41.8:14.9 0.86 39.3+13.5  40.5413.1  40.3+13.3 0.68
ik . e . i - e e G2
Duration of disease — yr 6.2+5.9 5.9+5.4 84281 0.03 6.5+6.7 6.7£5.3 6.5+5.8 0.18
Colenic area involved
Total no. of patients 120 119 121 120 113 120
Left side — no. (%) 66 (55.0) 63 (529) 67 (55.4) 0.2 70(58.3)  70(59.3) 75 (625)  0.79
Extensive — no. (%) 54(45.0) 56 (47.1) 54 (44.6) 50 (41.7) 48 (40.7) 45 (37.5)
Mayo scoref B.4+1.8 8.5+1.7 84+14 0.86 8.5+1.5 83115 8.3+1.6 0.58
C-reactive proteinf
Total no. of patients 119 120 121 121 120 119
Mean — mg/dl 1.7+2.7 1.4+1.9 1.6x2.3 0.82 1.6+2.9 1323 la4+2.2 0.86
Median — mg/d| 0.3 0.9 1.0 0.6 0.8 0.6
Elevated — no. (%) 74(62.2) 78(65.0) B1(669) 074 72(595) 76(63.3) 64 (53.8)  0.32
Concomitant medication — no. (2£)
Corticosteroids 79(65.3) 70(57.9) 73 (59.8)  0.47 60 (48.8) 60 (49.6) 66 (55.0)  0.58
=20 mg/day 54(446) 45(372) 46 (37.7) 43 (35.0)  40(331) 47 (39.2)
5-Aminosalicylates 85(70.2) B2 (67.8) 86 (70.5) (.88 89 (72.4) 92(76.0) 91(75.8) 076
Immunosuppressants 53 (43.8) 66 (545) 50 (48.4) 025 54(439) 52(43.0) 50(4L.7) 094

Azathioprine 36(29.8) 45 (37.2) 44 (36.1) 35 (285) 41(33.9) 37 (30.3)
: 17 (14.0) 21 (17.4) 15 (12.3) 19 (15.4)  11(2.1) 13 (10.8)
38 (31.4) 36(298) 33 (3L1) 096 36(29.3)  35(28.9) 34(283)  0.99

MNepimov oL poot

aoBeveic uno 0350 0.95
’ 7 (5.8) 2(L7) 3 2.5) 6 (4.9) 8 [6.6) 6 (5.0)
KopthoslGn/AZA 60 (49.6) 65 (53.7) 66 (34.1) 63 (51.2) 65 (33.7) @3 (52.5)
O'tnv évtagn 54 (44.8) 54 (44.8) 53 (43.4) 54 (43.9) 48 (39.7) 51 (42.5)

Rutgeerts, NEJM 2005
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Patients (%)

H ocuyxopnynon AZA+infliximab ywa 16 eBdopadec os aocBeveic pe EK
(xwpic epnepia AZA } avti-TNF) oénynoe nepioootepouc o€ Udeon
XWPLC KOPTLKOELON OE OXEON ME TIC OUASEC TNG povoBepaneiog

Aev untapyouv dedopéva (onwc otnv Crohn) yia aoBeveic avbektikolg oe AZA

ALoKoTtr) LETA oo 6 UNVEG;

Aev untdpyouv avaloya otoxeia yla adalimumab kat golimumab

100
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Panaccione, JCC 2011
Panaccione, Gastro 2014

Corticosteroid-free
Clinical Remission at Week 16

=0.032 Armuzzi, Inflamm Bowel Dis 2014

p=0.017

AZA + PBO IFX + PBO IFX + AZA



Biosimilar

Gecse et al. Efficacy and Safety of the Biosimilar Infliximab CT-P13
Treatment in Inflammatory Bowel Diseases: A Prospective, Multicentre,
Nationwide Cohort.

J Crohns Colitis 2016 Feb;10(2):133-40.

Komaki et al. Systematic review with meta-analysis: the efficacy and safety
of CT-P13, a biosimilar of anti-tumour necrosis factor-a agent (infliximab),
in inflammatory bowel diseases.

Aliment Pharmacol Ther 2017 Apr;45(8):1043-1057.

Razanskaite et al. Biosimilar Infliximab in Inflammatory Bowel Disease:
Outcomes of a Managed Switching Programme.
J Crohns Colitis 2017 Jun 1;11(6):690-696.




Adalimumab
MeAgtec ULTRA




To Mayo okop ntav 6-12 Kot To EVOOOKOTILKO OKOp 2 2

Table 1. Baseline Demographics and Clinical Characteristics?

Characteristic Placebo (n = 246) Adalimumab (n = 248) Total (n = 494)
Male, n (%) 152 (61.8) 142 (57.3) 294 (59.5)
Age, ¥, mean = SD 41.3 = 13.22 39.6 £12.47 404 = 12.86
Weight, kg, mean = 5D 77.1+17.31 75.3 £ 17.71 76.2 £ 17.52
Disease location, n (%)
Pancolitis 120 (48.8) 120 (48.4) 240 (48.86)
Descending colon 96 (39.0) 96 (38.7) 192 (38.9)
Other 30(12.2) 32(12.9) 62 (12.6)
Disease duration, y, mean £ SD 85 7.37 8.1+ 7.09 8.3x7.23
High-sensitivity CRP, mg/L
Mean + SD 13.1 = 36.78 14.5 £ 32.07 13.8 £ 34.48
Median 4.2 4.1 4.1
=ULN = 4.94 mg/L,? n (%) 116 (47.2) 113 (45.7) 229 (46.5)
Mayo score, mean £ SD 89+1.75 89 *1.50 89+ 1.63
Partial Mayo score® 6.5 £ 1.55 6.5+ 1.39 6.5 1.47
Endoscopy subscore? 2.5+ 0.50 2.5 *0.50 25+ 0.50
Rectal bleeding subscore® 1.7 £ 0.94 1.7 = 0.85 1.7 £ 0.89
PGA subscore® 2.2 +0.57 2.2 *0.55 2.2 +0.56
Stool frequency subscore 2.6 £ 0.66 25071 25 x0.69
Concomitant medication, n (%)
Corticosteroids 140 (56.9) 150 (60.5) 290 (58.7)
Azathioprine /6-MP 80 (32.5) 93 (37.5) 173 (35.0)
Aminosalicylates® 155 (63.0) 146 (58.9) 301 (60.9)
Azathioprine/6-MP and/or steroids 175(71.1) 193 (77.8) 368 (74.5)
Azathioprine/6-MP + steroids 45 (18.3) 50(20.2) 95(19.2)
Prior anti-TNF therapy 101 (41.1) 98 (39.1) 199 (40.3)

Sandborn, Gastro 2012
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Golimumab
MeAetec PURSUIT

AoBeveic avOektikol
O€ KOPTLKOELSN Kol

OlVOGOKOTOLGTOATLKAL
(31%)




Proportion of patients (%)
S

P < .0001

P < .0001

304
20+
10-
0 30.3% 51.0%
Placebo “Golimuarab :
(n =251) 200/100 mg 400/200 mg
(n = 253) (n = 257)

Sandborn, Gastro 2014
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Table 2.Secondary Efficacy End Points

Variable

Placebo (N = 154)

Golimumab

50 mg (N = 151)

100 mg (N = 151)

Clinical remission,* n (%)
Week 30
P value
Week 54
P value
Corticosteroid use™*®
Receiving corticosteroids at PURSUIT-M baseline, n
Maintained clinical response through week 54 and corticosteroid-free
at week 54
P value

35 (22.7)

34 (22.1)

87
18 (20.7)

54 (35.8) 60 (39.7)
013 <.001
50 (33.1) 51 (33.8)
068 011
78 82
30 (38.5) 25 (30.5)
026 138

Sandborn, Gastro 2014



Vedolizumab
MeA€tec GEMINI




"EAeyxo¢ Kkai évragn déaon Emaywyng ®don Zuvtnpnongtt
Hugpeg -21 to -1 ERSopadeg 0-6 EBSouddeg 6-52
Koéptn 1 n?;?g > nF;?L?Q
TuAn eaywyn
Tuyxaiotoinon
(VDZ:PBO=3:2) > VDZ Q4W open-label§
n=374 VDZS n=373
n=225 Oxi
VDZ/PBO
Avtatokpion E n=126
TV £RGOpGda 6;
S VDZ/VDZ Q8WS
Kooptn 2t Nai Tuyaiotoinan n=122
open label Bepareia VDZ§ @aong ouvtAPNONG
b —> EE— —
ETTAYWYNAS n=521% (1:1:1) L. VDZ/VNDZ Q4W§
n=521% n=373 n=125

Feagan, NEJM 2013
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H KAWVLKNA avTamokplon ntav KaAUutepn o€ aoBeveic pe xapunAotepo
Mayo oKkop Kal amouoia tponyouevnC amotuxiag og avii-TNF

100 -
80 - .
i- 60 - E
£ s
2 i
W 40 ; 33
B 22 i
0 = :
Mayo Score ! NoAnti-TNF : Mayo Score Mayo Score
29 : Failure <9 >9
1 No Anti-TNF Prior Anti-TNF Failure
E - Failure
A% (95% CI) 28.3 15.2 E 22.7 18.4 | 31.5 15.2
VDZvs PBO (14.5,42.1) (2.3, 28.1) i (10.1, 35.3) (3.9, 32.9) (13.8, 49.2) (-4.3, 34.6)

*Reduction in Mayo score =3 and
li\" < 2
No. of patients in subgroup.

D’Haens, ECCO 2016



& ¢ 04 —e— Placebo (N=66)
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1" Mepimtwon

Avépac, 48 eTwv

AP gAkwbnc¢ koAitda, Stayvwon
oo 3etiog

AopBavel peocoAadivn 2 gr PEROS
Aev €\a e TOTE KOPTLKOELON

Aev €XeL EEWEVTEPLKEC
eKONAWOELC

Aev karmvilel
AA: eAeVBepo
Owkoyevelako Lotoptko IONE (-)

2" Meplmtwon

* [uvaika, 25 eTwv

AKkw&NC KoAitda,
OO0 "'A'Jm (IT[(I) 38Tiaq,

AapBavel peoaalivn 3gr PEROS

. ’E}\a KOTAL T
SLayvwonRatoe £€apon TNG

vooou Tpv 1 xpovo
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KPITHPIA EMIAOIH2

Avopevelc NpoyvwaoTLKOL TTAPOYOVTEC

Métpla MPOZ Bapla
EKteETOEVN VOOOC

ZUXVEG UTTOTPOTIEC

BapLd evOOOKOTILKA ELKOVOL

Ydeon pe 5AZA/K:

Alatripnon
ue AlaBeslompivn
(+/- BIOAOTIKOI)







Step-Up Top-Down

Anti-TNF/
Vedolizumab

Azathioprine, 6-MP

Systemic steroids

Topical steroids (mainly UC)
Enema, Foam, Budesonide MMX




XOL TIEPOLV TOU CUUMTTWHATIKOU EAEYXOU TNC VOOOU

Surgery
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=g {j Altered
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Diﬂgnosis Early
onset disease diseqse

Torres J et al. Inflamm Bowel Dis 2012 : 18 1 1356-63



Kol Kot ETEKTOON ELVOLL TEKMNPLWHEVN N
TPWLLLN XOPNYNON OVOOOKOTOOTOANC O€
acBevn pe SUCUEVELC TIPOYVWOTLKOUC OELKTEC;

Colombel, Gastro 2016



e Itoxo¢; Aidotaon KAWLKAG ortd EVOOOKOTILKA ELKOVAL...

* [poontikn HeAéTn Oepamneutikwy entAoywv Baon evOooKOMNonG
(Crohn)

*  MelAéteg npwipng napeppaong (Crohn): oxL avapevopeva
anoteAéopotd ...

* Mpwiun’ tapéupoon; AldpKeLa VOOOU...

* MpoyvwoTtikol mapAyovieC BAcn avadpopLKWY HEAETWV



* Avaluon peAstwv ACT 1, 2

* 630/728 napakoAouBRBnKaV W MPoc¢ Tov Kivouvo
KOAEKTOUNG

e KoAektoun (54 €B6): 10% vs 17% (p=0.02)
* NoonAeiec kat emepBaocelc:
40%(p=0.003), 34% (p=0.03) vs 20%, 21%

Sandborn, Gastro 2009

v’ Ixetiletal pe tnv BAevvoyoviki emovAwon tnv eBSopada 8
Colombel, Gastro 2011



1 Eneéepyaocia dedopévwy pedetwyv ULTRA 1, 2

1 Katd 40% AlyOTepEC ELOAYWYEC OLOLoONTIOTE altiog
(oxetllOpEVN UE TNV VOOO N UE Ta dappaka) {p<0.05}

Feagan, Gastro 2014



Cumulative probability of first major surgery in ulcerative colitis (%)

80 |
60
40
. 185% e
] Cohort I
- Cohort Il
Cohort IV
0.
: v — T S —
0 10 15 20 25
CP. 1y. Syrs. 9 yrs.
Cohort| (1979-86) 7.7% 11.7% 14.5% Time since diagnosis (years)
Cohort Il (1987-04) 7.0% 11.8% 14.8%
Cohort 11 (1995-02) 4.7% 8.4% 10.4%
Cohort IV (2003-11)  4.0% 7.5% 9.1%
P-value <.001 <.001 <001

Rungoe, Gut 2014



(a)

Author, treatment Odds ratio (95% CI)

Sandborn, IFX

: 0.37 (0.27, 0.52)

0.63 (0.44, 0.90)

Feagan, ADA

Overall (I-squared = 76.1%, P = 0.041 ) 0.48 (0.29, 0.80)

NOTE:Weights are from randomwp\

Favors biologics 1 Favors placebo

Mao, APT 2017



(b)

Author, treatment

Sandborn, IFX

Feagan, ADA

Overall (I-squared = 0.0%, P = 0.507)

TN
t

Odds ratio (95% Cl)

0.61 (0.38, 0.97)

0.79 (0.43, 1.46)

0.67 (0.46, 0.97)

Favors bioloaics

Favors placebo

Mao, APT 2017






2UYKPLON WC ITPOC TNV EMAywyn TNS Udeong

OAol oL mapAyovTeG NTOV CUYKPLOLOL WCE TTPOC TNV EMaywyn UdESNC

Biologic Trial Population Response Remission Discontinuation due to | Mucosal healing
studied adverse event
Induction /7~ -\l
VvDZ GEMINI 1 [28, 30, 31, | Naive VDZ: 69/130 (53%)?; | VDZ: 30/1304(23%); ) | VDZ: 0/130 (0%); PBO: | VDZ: 64/130 (49%);
32, 33, 34, 50] subpopulation PBO: 20/76 (26%)? PBO: 5/76 ( 3/76 (4%) PBO: 19/76 (25%)
Failure VDZ: 32/82 (39%)%; VDZ: 8/82 (10%); VDZ: 0/82 (0%); PBO: 2/ | VDZ: 25/82 (30%);
subpopulation PBO: 13/63 (21%)? PBO: 2/63 (3%) 63 (3%) PBO: 13/63 (21%)
ADA ULTRA 1 [44] Naive (ITT) ADA:71/130 (55%)% | ADA: 24/130(18%); | ADA:5/130 (4%); PBO: | ADA:61/130 (47%);
PBO: 67/130 (45%)® | PBO: 12/13p49%), | 5/130 (4%) PBO: 54/130 (42%)
ULTRA 2 [45, 46] Naive ADA: 89/150 (59%)%; | ADA: 32/180(21%)) | NA ADA: 74/150 (49%);
subpopulation PBO: 56/145 (39%)* | PBO: 16/145{112 PBO: 51/145 (35%)
Experienced ADA: 36/98 (37%)% | ADA: 9/98 (9%); NA ADA: 28/98 (29%);
subpopulation PBO: 29/101 (29%)? | PBO: 7/101 (7%) PBQO: 27/101 (27%)
Suzuki, 2014 [49] Naive (full ADA: 45/90 (50%)%; | ADA: 9/90 (10%); ADA: 6/90 (7%); PBO: 4/ | ADA: 37/90 (41%);
analysis set) PBO: 34/96 (35%) PBO: 11/96 (11%) 96 (4%) PBO: 29/96 (30%)
IFX ACT 1[27] Naive (ITT) IFX:84/121 (69%)™; | IFX: 47/121 (39%); N NA
PBO: 45/121 (37%)® | PBO:f18/121 (15%)
ACT 2[27] Naive (ITT) IFX:78/121 (64%)®; | IFX: 41/121 (34%); Nfl IFX:73/121 (60%);
PBO: 36/123 (29%)® | PBO: PBO: 38/123 (31%)
GLM PURSUIT-SC [47] Naive (ITT) GLM: 133/257 GLM: 1/331 (0%); PBO: | GLM: 111/257

(52%)%; PBO: 76/256
(30%)?

GLM: 48/25T (19%);
PBO: 16/25MN6%)

3/330 (1%)

(43%); PBO: 73/256
(29%)

Vickers, PLoS One 2016



2UyKpLon we mpoc tnv dtatnpnon tng Vdeonc

Biologic Trial Population Response Remission Discontinuation due to | Mucosal healing
studied adverse event
Maintenance /7 N\
vDZ GEMINI 1 [28, 30, 32, | Naive VDZ: 47/72 (65%)°; VDZ: 33/74 (46%); VDZ: 3/79 (4%); PBO: 9/ | VDZ: 43/72 (60%);
33, 34, 35, 50] subpopulation PBO: 21/79 2?'%)b PBO: 15/79 88 (10%) PBO: 19/79 (24%)
Failure VDZ: 20/43 (4 'r'%)t‘, VDZ: 16/43 (37%); VDZ: 4/43 (9%); PBO: 6/ | VDZ: 18/43 (42%);
subpopulation PBO: 6/38 (16%)° PBO: 2/38 (520~ | 38 (16%) PBO: 3/38 (8%)
ADA ULTRA 2[45, 46] Naive ADA: 55/89° (62%); | ADA: 33/84° (37%):) | NA ADA: 47/89° (53%);
subpopulation PBO: 35/56° (63%)° | PBO: 18/5 2% PBO: 28/56° (50%)
Experienced ADA: 20/29° (69%)”; | ADA: 10/29° (34%); | NA ADA: 15/29° (52%);
subpopulation PBO: 10/36° (28%)° | PBO: 3/36° (8%) PBO: 10/36° (28%)
Suzuki, 2014 [49] Naive (full ADA: 25/82° (30%)®; | ADA: 19/82° (23%): | ADA: 22/177 (12%): ADA: 51/82° (62%):
analysis set) PBO: 6/34° (18%)° ; PBO: 6/96 (6%) PBO: 15/34° (44%)
IFX ACT 1[27] Naive (ITT) IFX: 55/84° (65%)"; IFX: 10/121 (8%); PBO: | IFX: 55/84° (65%);
PBO: 24/45° (53%)° : 11121 (9%) PBO: 22/45° (49%)
GLM PURSUIT-M [48] Naive (ITT) GLM: 72/153 (47%)"; | GLM: 51/15F(33%); || GLM: 8/154 (5%); PBO: | NA®
PBO: 35/15 2%

PBO: 49/156 (31%)°

10/156 (6%)

Vickers, PLoS One 2016



To vedolizumab lowc¢ utepexet otnv daon tne dltatpnong Ko
naAlota aveéaptnta tng avti-TNF eumnelplog

Table 3. Comparative efficacy of biological agents for induction and maintenance therapy for anti-TNF therapy-experienced subpopulation.

Odds ratio (95% Crl)
Time point (Endpoint) Vedolizumab vs. adalimumab Vedolizumab vs. placebo Adalimumab vs. placebo

Induction

Clinical response 1.74(0.69-4.45) 2.51%(1.18-5.48) 1.43(0.79-2.64)
Clinical remission 2.72(0.43-23.79) 3.66 (0.87-27.98) 1.37 (0.47-4.03)
Mucosal healing 1.56 (0.57-4.22) 1.70(0.80-3.81) 1.09 (0.60-2.10)
Maintenance

Durable clinical response 2.04 (0.44-9.01) 4.89% (1.74-15.89) 2.47(0.90-6.99)
Clinical remission 3.40(0.40-32.52) 12.14% (3.14-78.38) 3.60% (1.01-18.23)
Mucosal healing 6.72* (1.36-41.17) 9.09* (2.74-40.06) 1.36 (0.50-3.91)

N\ _/

Vickers, PLoS One 2016



Infliximab vs Adalimumab

* To infliximab amoteAecpatikoteEpPoO oTNV ENAYWYN TNS VPECNC
* JUYKpLOLHO amoTEAEOMATIKA O0TNV daon TS dLatipnong tTng

Vdeonc
Thorlund, JCC 2014
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1)

» OM\oL oL BloAoyikol cuykpilolpol otnv daon NG EMAYWYNG

* To infliximab eival amoteAecpatikotepo armno to adalimumab
WC TIPOC TNV OVTATIOKPLON Kol TNV BAevvoyovikn emovAwaon

L)
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L)

Danese, Ann Int Med 2014
Cholapranee, APT 2017




- Diagnosis
Gssessment of disease severi@_.)
New predictive tools:

Omics, serologic markers,
Grediction of disease cour39—> serum and fecal biomarkers
Y

“ Selection of
therapy

High risk patients-
Early combination therapy
Low risk patients-
Rapid step up therapy

5 /

‘ (Treat to target: No symptoms and mucosal healing ‘
Tight control: frequent re-assessment / monitoring
pharmacokinetics / objective disease monitoring

Predicting response to therapy
Determining who needs early surgery?

[ ] Currently proposed management strategies
[:] Potential future personalized management strategies

' Colombel, Gastro 2016
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Table 1. Mayo Scoring System for Assessment of Ulcerative Colitis Activity.™

Stool frequency
0 = Normal no. of stools for this patient
1=1to 2 stools more than normal
2 =3 to 4 stools more than normal
3 =5 or more stools more than normal
Subscore, 0to 3

Rectal bleedingi:
0 = No blood seen
1 = Streaks of blood with stool less than half the time
2 = Obvious blood with stool most of the time
3 = Blood alone passes
Subscore, 0to 3

Findings on endoscopy
0 = Normal or inactive disease
1 = Mild disease (erythema, decreased vascular pattern, mild friability)
2= Moderate disease (marked erythema, lack of vascular pattern, friability,
erosions)
3 = Severe disease (spontaneous bleeding, ulceration)
Subscore, 0to 3

Physician's global assessmentf
0 = Normal
1 = Mild disease
2 = Moderate disease
3 = Severe disease
Subscore, 0to 3




Makpoyxpovia anoteAecpatikotnta vedolizumab otnv EK kot th NC -
GEMINI LTS - 3 étn

Efficacy population

AgBeveic nou TeAciwoav
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Vermeire, ECCO, 2016



To vedolizumab otnv kKAwiwkn tpaén

reppavikn €Ovikn kooptn (vedolizumab Germany Consortium)
*N=212 (97 CD, 115 UC), 95% amotuyia avti-TNF
300 mgwkO, 2, 6
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Predictors of long-term response to infliximab in CD

ADrop of elevated baseline CRP to <3 mg/L
AShort-term clinical benefit of IFX treatment

1>40-y-old at the initiation of IFX
disease duration <3 years

JdConcurrent immunomodulators

JNo Smoking

Schnitzler F, Gut. 2009
Seminerio JL, Dig Dis Sci. 2013
Rudolph SJ, Dig Dis Sci. 2008
Park SH, Dig Dis Sci. 2016



Use IFX in patients with favorable prognostic factors for response

Proportion of patients free of colectomy
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Stop Therapy with caution - UC
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Discontinuation of IFX is associated with

increase in relapse rates

increase in hospitalization rates

increase in colectomy rates

Fiorino G, Clinical Gastroenterology and Hepatology



[Molov aro toug BloAoylkoug

AMaleL n TopeLa TNC vooou dnA ekToC armo to oPpeAOC NG
vdpeonc aAAalel KOTL LE TNV TIPWLULN XOPNYNon

To ecco O&vV LIAQEL yLO TIPOYVWOTLKOUC TIAPOLYOVTEC OTNV
€K KOl o€ erLAoyn avaloywc (otnv Kpov avadepeTal;)

2TLC LEAETEC appwOoTOL TTNPOV BLOAOYLKO QALLECWC LETA T
KOPTLKOELON (ONA KOPTLKOAVOEKTLKOL) N KOl LETAL ATTO
artotuyta o€ ala (kat o€ avtl tnf)

YTapxeL KATAYEYPOAUUEVO OPEAOC ATIO TIPWLUN artodaon
yLa BLoAoyLko;



Table 2. Eight Factors that Define Severity of Ulcerative colitis, Proposed by the IOIBD

EFFECTS OF DISEASE

Clinical symptoms

Impact on daily activities

Frequency of loose stool (>1 above baseline) and/or rectal

bleeding (present or absent) and/or nocturnal bowel movements

Anorectal symptoms (pain, urgency, incontinence, discharge,

tenesmus)

Disease having significant impact on daily activities

INFLAMMATORY BURDEN

Serum biomarkers

Mucosal lesions

(endoscopy)
DISEASE COURSE

Response to medication

Disease extent

Need for hospitalization

Anemia (WHO criteria; abnormal) and/or elevated CRP (cut off 5)

and/or low albumin

Presence of erosions, ulcers and/or friability

Steroid use within past year and/or failure of biologics and/or

immunomodulators
Extensive colitis

Need for hospitalization within last 12 months



