
Πρακτικά θέματα στο χειρισμό 
της ελκώδους κολίτιδας με το tofacitinib

Δημήτρης Πολύμερος
Γαστρεντερολόγος



Disclosures

• Pfizer, Abbvie, Janssen, MSD, Mylan, Takeda, Vianex 
(ομιλητής)

• Pfizer, MSD, Mylan, Vianex (συμμετοχή σε advisory 
board)

“Για όλα τα φαρμακευτικά προϊόντα που αναφέρονται παρακαλείσθε να συμβουλεύεστε τις εγκεκριμένες Περιλήψεις 
Χαρακτηριστικών των Προϊόντων.
Η Pfizer έχει ελέγξει το περιεχόμενο ώστε να ανταποκρίνεται στις ειδικές προδιαγραφές της αλλά δεν έχει 
επιβεβαιώσει ότι οι βιβλιογραφικές παραπομπές έχουν παρατεθεί ορθά.”



Μηχανισμός δράσης των αναστολέων των JAK-κινασών: 
Εξουδετέρωση των ενδοκυττάριων μεταβιβαστών του φλεγμονώδους σήματος 

STAT: Signal Transducer and Activator of Transcription

Έκφραση πρωτεϊνών που εμπλέκονται στην 
ανοσιακή απάντηση και την φλεγμονή EPO, TPO 

GM-CSF, IL-3 
IL-5, leptin

IL-2, IL-4
IL-7, IL-9

IL-15, IL-21

IL-12 
IL-23

IFN-α/β

IFN-γ

IL-6

Colombel, IBD, 2018 



Ποιοι ασθενείς με EK είναι κατάλληλοι για θεραπεία με tofacitinib?

Adult patients

Moderately to severely active UC

Inadequate response, lost 
response or intolerance to either 

conventional therapy or a 
biologic agent

+

+

EU SmPC indication

Severe hepatic impairment 

Pregnancy and lactation

Active TB, serious infections (e.g. sepsis) 
or opportunistic infections

Hypersensitivity to the active substance 
or to any of the excipients† 

EU SmPC contraindications
(all doses)







Venous thromboembolic events in the tofacitinib ulcerative
colitis clinical development programme

Sandborn, APT, 2019

1157 pts, 2404 patient-years’ exposure, ≤6.1 years tofacitinib treatment



1. Εν τω βάθει φλεβοθρόμβωσης, 58 ετών, προηγήθηκε μακράς διάρκειας 
πτήση και επιμολυσμένο τραύμα απότοκο ατυχήματος  (1149 ημέρες μετά 
την πρώτη δόση)

2. ΠΕ, 70 ετών, χολαγγειοκαρκίνωμα  (383 ημέρες)

3. ΠΕ, 57 ετών, ιστορικό εν των βάθει φλεβοθρόμβωσης και ΑΕΕ  (236 ημέρες)

4. ΠΕ, 25 ετών, ιστορικό εν των βάθει φλεβοθρόμβωσης και ΠΕ  (216 ημέρες)

5. ΠΕ, 21 ετών, λήψη αντισυλληπτικών (569 ημέρες)

Οι περιπτώσεις πνευμονικής εμβολής στο κλινικό πρόγραμμα του tofacitinib
 για την ελκώδη κολίτιδα  

Sandborn, APT, 2019



Sandborn, ECCO, 2020







During Treatment With Tofacitinib, Monitor Patients for 
Venous Thromboembolism Events

VTE=venous thromboembolism.
XELJANZ® (tofacitinib citrate) summary of product characteristics. Pfizer Inc. 
2020. 

Monitoring recommendations:
• Assess periodically for changes in VTE risk 
• Evaluate for signs and symptoms of VTE during treatment 

• Explain risk factors, signs and symptoms of VTE
• Advise patients to seek medical attention immediately if they experience any signs 

and symptoms of VTE

Discontinue tofacitinib in patients with suspected VTE, 
regardless of dose or indication

Management of 
patients with 

suspected VTE



Tofacitinib – δοσολογική ευελιξία



Tofacitinib, δοσολογία - επαγωγή της ύφεσης
Week 0  Week 8  Week 16 

Initiate with 
tofacitinib 

10 mg BID†,‡,§

No

Discontinue
Evidence of 
therapeutic 

benefit?

Optional extended 
induction period
Consider continuing

10 mg BID†,‡,§ dose for a 
further 8 weeks

Yes

No

Yes
Evidence of 
therapeutic 

benefit?

Maintenance dose 
Tofacitinib 5 mg BID‡



Patients Without a Clinical Response† After the Initial 8 Weeks Treatment May 
Benefit From an Additional 8 Weeks of Tofacitinib Induction Therapy

Rubin, ECCO, 2020†Clinical response in OCTAVE Induction 1 and 2 and LTE studies was defined as a decrease from baseline total Mayo score of ≥3 points and ≥30%, plus 
a decrease in rectal bleeding subscore of ≥1 point or an absolute rectal bleeding subscore of 0 or 1.



aFinal complete efficacy assessment at Week 8/52. Treatment continued up to Week 9/53; bClinical response in OCTAVE Induction 1 and 2 was defined as a decrease from induction study baseline total Mayo 
score of ≥3 points and ≥30%, plus a decrease in RBS of ≥1 point or an absolute RBS of 0 or 1; cStudy A3921139 (OCTAVE Open) is ongoing; dIn addition to the 57 patients in the dose escalation subpopulation, 
efficacy evaluations included two patients with protocol violations who received tofacitinib 5 mg BID in OCTAVE Open; ePatients with prior TNFi failure were required to end treatment ≥8 weeks prior to baseline of 
OCTAVE Induction
1. Sandborn WJ et al. J Crohns Colitis 2019; 13: Abstract P466
BID, twice daily; RBS, rectal bleeding subscore; TNFi, tumour necrosis factor inhibitor

• Analyses are presented for the dose escalation subpopulation in the ongoing OLE study
(as of May 2019; database not locked)

• Clinical response, mucosal healing (locally read endoscopic subscore), and remission,
and were assessed at Months 2, 12, 24 and 36

• Efficacy evaluations of the dose escalation subpopulation included 59 patientsd, 
29 with prior TNFi failuree

• Proportions and incidence rates of AEs and SAEs were evaluated

• Safety data are also presented for all tofacitinib–treated patients in the tofacitinib 
clinical development programme1

Tofacitinib 10 mg BID
(N=905)

Phase 3 OCTAVE Induction 1 and 2
A3921094; NCT01465763
A3921095; NCT01458951

(8 weeksa)

Respondersb

(N=521)

Dose escalation
subpopulation

Tofacitinib 5 mg BID
(N=198)

Phase 3 OCTAVE Sustain
A3921096; NCT01458574

(52 weeksa)

Treatment failure 
between Week 8 and 

Week 52

Tofacitinib 10 mg BID
(N=57)d

Phase 3 OCTAVE Openc

A3921139; NCT01470612

Efficacy and safety of escalation to tofacitinib 10mg BID for patients with UC following loss of 
response on 5mg BID maintenance therapy: Results from OCTAVE open-label, long-term 

extension study

Armuzzi, ECCO, 2020
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Efficacy and safety of escalation to tofacitinib 10mg BID for patients with UC following loss of 
response on 5mg BID maintenance therapy: Results from OCTAVE open-label, long-term 

extension study

Armuzzi, ECCO, 2020



• This analysis includes efficacy and safety data from the ongoing OLE study (as of May 2019; database not locked)

• Analysis was in the maintenance remission–dose escalation subpopulation: patients who achieved remission at Week 52 in 
OCTAVE Sustain (tofacitinib 5 or 10 mg BID, or placebo), and entered the OLE study (tofacitinib 5 mg BID) but were dose-
escalated to 10 mg BID due to flare

• Partial Mayo score remission (≤2 with no subscore >1) was assessed at Month 3, 6, 9 and 12 post-dose escalation; mucosal 
healing (ES ≤1) and remission were assessed at Month 12 post-dose escalation. AEs were also assessed 

Panés

aFinal complete efficacy assessment at Week 8/52. Treatment continued up to Week 9/53; bClinical response in OCTAVE Induction 1 and 2 was defined as a decrease from induction study baseline total Mayo score of 
≥3 points and ≥30%, plus a decrease in RBS of ≥1 point or an absolute RBS of 0 or 1; cStudy A3921139 (OCTAVE Open) is ongoing; dRemission was defined as a total Mayo score of ≤2 with no individual subscore 
>1, and a RBS of 0; eFlare was defined as an increase from induction study baseline total Mayo score of ≥3 points, plus an increase in RBS and ES (unless ES was 3 at baseline and remained 3; based on local read 
endoscopy) of ≥1 point; fDose received during OCTAVE Sustain: placebo (N=4), tofacitinib 10 mg or 5 mg BID (N=23 or N=14, respectively). In the OLE study, 12 patients not in remission at OLE study entry 
received tofacitinib 5 mg BID and one patient in remission at OLE study entry received tofacitinib 10 mg BID as protocol deviations. 
AEs, adverse events; BID, twice daily; ES, endoscopic subscore; N, number of patients treated in each treatment group; OLE, open-label, long-term extension; RBS, rectal bleeding subscore  

Tofacitinib 10 mg BID
(N=905)

Placebo
(N=234)

Respondersb

Completed 
OCTAVE 

Sustain in 
remissiond

Experienced a 
flaree after 
≥8 weeks’ 
treatment

Tofacitinib 10 mg BID
(N=196)

Tofacitinib 5 mg BID
(N=198)

Placebo
(N=198)

Tofacitinib 5 mg BID
(N=162)

Tofacitinib 10 mg BID
(N=41)f

Phase 3 OCTAVE Induction 1 & 
2

A3921094; NCT01465763
A3921095; NCT01458951

(8 weeksa)

Phase 3 OCTAVE Sustain
A3921096; NCT01458574

(52 weeksa)

Phase 3 OCTAVE Openc

A3921139; NCT01470612
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Efficacy of tofacitinib dose escalation to 10 mg BID in patients with UC after 
completing maintenance therapy in remission and losing response: Data from 

OCTAVE open-label, long-term extension study

Panes, ECCO, 2020



Efficacy of tofacitinib  dose escalation to 10 mg BID in patients with UC after 
completing maintenance therapy in remission and losing response: Data from 

OCTAVE open-label, long-term extension study

3 μήνες 4,3%

6 μήνες 10,6%

9 μήνες 12,6%

12 μήνες 13,2%

24 μήνες 18,9%

36 μήνες 25,1%

48 μήνες 30,5%

Αθροιστική επίπτωση 
απώλειας της ύφεσης στην OLE

Panes, ECCO, 2020
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Η δόση συντήρησης του Tofacitinib μπορεί να μειωθεί από 
10 σε 5 mg BID σε ασθενείς με παρατεταμένη ύφεση

Remission at 12 and 24 months following dose reduction to tofacitinib 5 mg BID in OCTAVE Open†
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Tofacitinib 5 mg BID

Maintenance of remission after dose reduction to tofacitinib 5 mg BID was numerically 
more likely for patients who were in remission for ≥6 months than <6 months prior to 
reduction

Rubin, ECCO, 2019
Figure created from Rubin DT, et al. 2019. Please see SmPC for full list of contraindications for tofacitinib 10 mg BID.
†Patients in remission (as observed) at Week 52 of OCTAVE Sustain after receiving 10 mg BID tofacitinib, who reduced to 5 mg BID in the OLE study 
(N=76).



Tofacitinib – συστάσεις για τη δοσολογία συντήρησης

Week 0 

Induction 
responders

(10 mg BID)†,‡

Maintenance dose 
tofacitinib 5 mg BID‡ DiscontinueLoss of 

response

VTE risk 
factors

†Tofacitinib 10 mg BID is not recommended in patients who have known VTE risk factors, unless there is no suitable alternative treatment available. ‡Patients with hepatic or renal impairment may 
need an adjusted dose. Dose reduction is recommended in patients receiving potent CYP3A4 inhibitors or ≥1 concomitant medicinal products that result in both moderate inhibition of CYP3A4 and 

potent inhibition of CYP2C19 (see label for recommendations). In patients who have responded to treatment with tofacitinib, corticosteroids may be reduced and/or discontinued in accordance 
with standard of care.

BID=twice daily; CYP3A4=cytochrome P450 3A4; CYP2C19=cytochrome P450 2C19.
XELJANZ® (tofacitinib citrate) summary of product characteristics. Pfizer Inc. 2020.

Increase to
tofacitinib 

10 mg BID†,‡ 

Failed to 
respond to 
alternative 
treatment 
options?

No VTE risk 
factors

Loss of 
response

Yes

No

Suitable 
alternative 
treatment 
available?

Yes

No
Increase to
tofacitinib 

10 mg BID†,‡ 

• Recommendations
• Tofacitinib 10 mg BID for 

maintenance treatment should be 
used for the shortest duration 
possible 

• The lowest effective dose needed to 
maintain response should be used

10 mg

Week

 8/16



λοιμώξεις

Δοσοεξαρτώμενες εργαστηριακές διατ.

Χειρουργείο

Το Tofacitinib μπορεί να ξαναρχίσει μετά από διακοπή θεραπείας;

Το Tofacitinib είναι μη αντιγονικό 2,3 – δε συνδέεται με δημιουργία ADA μετά από 
διακοπή

Λόγοι Διακοπής 
tofa 1,†

Σύσταση1:
• If therapy is interrupted, restarting treatment with tofacitinib can be considered

Κύηση ‡

†The reasons listed here for treatment interruptions is not exhaustive. Please see the label for full details of recommendations. ‡Tofacitinib is contraindicated during pregnancy 
and lactation. ADA=anti-drug antibody.
1. XELJANZ® (tofacitinib citrate) summary of product characteristics. Pfizer Inc. 2020; 2. Danese S, et al. Inflamm Bowel Dis. 2018;24:2106-2112.
3. Jani M, et al. Rheumatology. 2018;57:1896‑1907.



Η αποτελεσματικότητα του tofacitinib επανεμφανίζεται 
μετά από διακοπή της θεραπείας

Yes Consider reinduction with 
10 mg BID1,† 
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Estimated cumulative rate of 
treatment failure (N=174)2
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Panes, ECCO, 2018

†Tofacitinib 10 mg BID is not recommended in patients who have known VTE risk factors, unless there is no suitable alternative treatment available. 
‡Patients receiving tofacitinib 10 mg BID during OCTAVE OPEN after loss of response during treatment with placebo during OCTAVE Sustain. BID=twice daily.
1. XELJANZ® (tofacitinib citrate) summary of product characteristics. Pfizer Inc. 2020; 2. Dubinsky MC, et al. Abstract OP305 presented at UEG Week; 20-24 

October 2018. Vienna, Austria; 3. Panes J, et al. Abstract P516 presented at ECCO; 14-17 February 2018; Vienna, Austria.



Tofacitinib, an oral, small molecule Janus kinase inhibitor, in the 
treatment of ulcerative colitis: analysis of an open-label, long-term 

extension study with up to 5.9 years of treatment

Lichtenstein, ECCO, 2020



Safety in the OLE study

Data are as of May 2019 (database not locked). aAll patients underwent endoscopy at Month 2. Induction non-responders were mandated to discontinue if they did not have evidence of clinical response; bAEs of 
worsening UC leading to discontinuation were designated as insufficient clinical response; cRelated to study drug in 11 (6.3%) patients who received tofacitinib 5 mg BID, and 45 (5.9%) patients who received 
tofacitinib 10 mg BID; dIncludes patients who enrolled into NCT03281304 (a flexible dosing study for patients in stable remission), patients who enrolled into post-marketing surveillance in Japan, and patients 
who discontinued due to regulatory approval in Japan; eAll events, including those outside the 28-day risk period, were included; fEvents that occurred >28 days after the last dose of study drug were excluded; 
gExcludes tuberculosis and herpes zoster with two adjacent dermatomes; hAdjudicated events
AE, adverse event; BID, twice daily; CI, confidence interval; DVT, deep vein thrombosis; IR, incidence rate (unique patients with events per 100 PY); MACE, major adverse cardiovascular events; N, number of 
patients treated in each treatment group; n, number of unique patients with a particular AE; NMSC, non-melanoma skin cancer; OLE, open-label, long-term extension; PE, pulmonary embolism; PY, patient-years; 
SAE, serious AE; UC, ulcerative colitis

Tofacitinib 5 mg BID
 (N=175; 527.1 PY)

Tofacitinib 10 mg BID
 (N=769; 1659.1 PY)

Tofacitinib All
(N=944; 2186.2 PY)

Discontinuations, n (%)a 70 (40.0) 644 (83.7) 714 (75.6)

Due to AE (excluding worsening UC)b 16 (9.1)c 77 (10.0)c 93 (9.9)

Due to insufficient clinical response 16 (9.1) 322 (41.9) 338 (35.8)

Due to advancement / approvald 11 (6.3) 142 (18.5) 153 (16.2)

AEs, n (%) 152 (86.9) 621 (80.8) 773 (81.9)

SAEs, n (%) 33 (18.9) 139 (18.1) 172 (18.2)

Severe AEs, n (%) 20 (11.4) 97 (12.6) 117 (12.4)

AEs of special interest n (%) IR (95% CI) n (%) IR (95% CI) n (%) IR (95% CI)

Deathse 0 (0.0) 0.00 (0.00, 0.70) 4 (0.5) 0.24 (0.07, 0.62) 4 (0.4) 0.18 (0.05, 0.47)
Serious infectionsf 6 (3.4) 1.14 (0.42, 2.49) 28 (3.6) 1.70 (1.13, 2.46) 34 (3.6) 1.57 (1.08, 2.19)
All herpes zoster (non-serious and 
serious)f 11 (6.3) 2.14 (1.07, 3.83) 57 (7.4) 3.64 (2.76, 4.71) 68 (7.2) 3.27 (2.54, 4.14)

Opportunistic infectionsf,g,h 4 (2.3) 0.76 (0.21, 1.96) 15 (2.0) 0.91 (0.51, 1.50) 19 (2.0) 0.88 (0.53, 1.37)
Malignancies (excluding NMSC)e,h 5 (2.9) 0.95 (0.31, 2.22) 15 (2.0) 0.91 (0.51, 1.49) 20 (2.1) 0.92 (0.56, 1.42)
NMSCe,h 5 (2.9) 0.97 (0.31, 2.26) 11 (1.4) 0.67 (0.34, 1.21) 16 (1.7) 0.74 (0.43, 1.21)
MACEe,h 2 (1.1) 0.38 (0.05, 1.37) 1 (0.1) 0.06 (0.00, 0.34) 3 (0.3) 0.14 (0.03, 0.40)
DVTf 0 (0.0) 0.00 (0.00, 0.70) 1 (0.1) 0.06 (0.00, 0.34) 1 (0.1) 0.05 (0.00, 0.25)
PEf 0 (0.0) 0.00 (0.00, 0.70) 4 (0.5) 0.24 (0.07, 0.62) 4 (0.4) 0.18 (0.05, 0.47)

Lichtenstein, ECCO, 2020



Συχνότητα (Incidence rates) έρπητα ζωστήρα (HZ) 

Sandborn, CGH, 2019

ΝΝΗ: 22 (10 mg/bid)
NNH: 36 (5 + 10 mg/bid)



Έρπης ζωστήρ - παράγοντες κινδύνου

Winthrop, IBD, 2018



Κλινικά χαρακτηριστικά HZ στη συνολική κοορτή

Winthrop, IBD, 2018



Herpes Zoster With Tofacitinib in the OCTAVE Trials

Data as of December 16, 2016, for overall cohort. N.B. Individual cases of herpes zoster may fulfil >1 of categories listed. †Confirmed by independent adjudication; ‡Disseminated HZ = meeting any of the following criteria: diffuse rash (≥7 dermatomes) or visceral 
disease; §Of 69 events in 65 patients. 4 events reported in patients who had already developed HZ within the study timeframe.

HZ=herpes zoster.
1. Winthrop KL, et al. Herpes zoster infection in patients with ulcerative colitis receiving tofacitinib. Inflamm Bowel Dis 2018 Sept 15;24(10):2258-2265.

2. Winthrop KL, et al. Herpes zoster infection in patients with ulcerative colitis receiving tofacitinib. Poster Sa1748 presented at: DDW. June 2-5, 2018. Washington, DC, USA.

Dermatomal HZ rash
65 patients (5.6%) with HZ1

11 (16.9%) Multidermatomal1†

6 (9.2%) Disseminated1‡

0 Deaths resulting from HZ1

5 (7.7%) Discontinued study1

Tofacitinib interrupted116 (24.6%)

Serious cases14 (6.2%)

Images used under licence from Shutterstock.com

58 (84.1%)§ Received antiviral therapy1

3 (4.6%)§ Post-herpetic neuralgia1

>85%§

Outcome of HZ events in OCTAVE

Resolved (as of data cut-off)2

Figure created from Winthrop KL et al. 2018



Θεραπεία HZ 

ECCO recommendation1

Start antiviral 
treatment 
promptly

Discontinue 
immunomodulator 

therapy in severe cases

Immunomodulator therapy 
can be reintroduced after all 

vesicles have crusted over and 
fever has resolved

Antiviral therapies for HZ2-4

Aciclovir

Valaciclovir

Famciclovir

• Advise patients of the risk of HZ infection 
and to be vigilant for signs and symptoms 
of HZ

• Prompt initiation of antiviral therapy is 
important, and may be associated with a 
reduced risk of developing post-herpetic 
neuralgia1

ECCO, Guideline OI’s 2014
2. Aciclovir Summary of Product Characteristics, Wockhardt UK Ltd. 2016.
3. FAMVIR® (famciclovir) Summary of Product Characteristics. Novartis Pharmaceuticals UK Ltd. 2018; 
4. VALTREX® (valaciclovir) Summary of Product Characteristics. GlaxoSmithKline UK. 2014.



- live attenuated vaccine (Zostavax® )
- non-live recombinant vaccine (Shingrix® )

ανοσοκαταστολή
συστήνεται σε άτομα >50 ετών στις ΗΠΑ (ACG)  

Πρόληψη HZ 

 
https://www.cdc.gov/shingles/vaccination.html, 
accesed 5/3/2020

https://www.cdc.gov/shingles/vaccination.html


Tofacitinib - αλληλεπιδράσεις

D’Amico, Ther Adv Gastroenterol, 2019



Tofacitinib Treatment Is Associated With Modest and Reversible Increases 
in Serum Lipids in Patients With Ulcerative Colitis

Sands, CGH, 2019



Tofacitinib Treatment Is Associated With Modest and Reversible Increases 
in Serum Lipids in Patients With Ulcerative Colitis

Sands, CGH, 2019



Οι μεταβολές της LDL είναι αναστρέψιμες με χρήση στατινών

McInnes, Ann Rheum Dis, 2014



Tofacitinib, συστάσεις εργαστηριακής παρακολούθησης

Peyrin-Biroulet, UEGW, 2019



Tofacitinib, προσαρμογή της δόσης σε εργαστηριακές διαταραχές

†If laboratory value confirmed by repeat testing within 7 days.
Table created from XELJANZ® SmPC.
ALC=absolute lymphocyte count; ANC=absolute neutrophil count; Hb=haemoglobin; LDL=low-density lipoprotein.
XELJANZ® (tofacitinib citrate) Summary of Product Characteristics. Pfizer Inc. 20 20

Laboratory
parameter Dosing adjustment

Lymphocyte count
ALC ≥750: maintain dose
ALC 500–750: reduce/interrupt dosing
ALC <500: discontinue dosing†

Neutrophil count
ANC >1000: maintain dose
ANC 500–1000: reduce/interrupt dosing
ANC <500: discontinue dosing†

Haemoglobin value Hb ≤2 g/dl decrease (Hb value ≥9 g/dl): maintain dose
Hb >2 g/dl decrease (Hb value <8 g/dl): interrupt dosing until values have normalised

Lipids Increased total and LDL cholesterol: consider statin therapy

Liver enzymes Drug-induced liver injury suspected: interrupt administration until diagnosis has
been excluded



Tofacitinib, σοβαρές λοιμώξεις και αριθμός λεμφοκυττάρων (ΡΑ)

Burmester, ACR, 2017



Πρακτικά οφέλη από τη χρήση του tofacitinib στη μέση – βαριά ελκώδη κολίτιδα

tofacitinib

Από το στόμα χορήγηση

Ταχεία έναρξη δράσης

Βραχύς χρόνος ημιζωής

Απουσία ανοσογονικότητας

Αποτελεσματικότητα 
σε αποτυχία αντι-TNF

Πιθανή 1ης γραμμής θεραπεία 
μετά τα 5ASA ± κορτικοστεροειδή

Εμπειρία στη ΡΑ
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BID=twice daily.
1. European Medicines Agency, XELJANZ® (tofacitinib) 1/2020
2. Sandborn WJ, et al. N Engl J Med. 2017;376:1723-1736. 
3. ClinicalTrials.gov. NCT01470612 (OCTAVE Open).

OCTAVE clinical programme design
1–3



Sandborn, CGH, 2019

Incidence ratios of adverse events in the maintenance and overall cohorts



Tofacitinib – ταχύτητα δράσης

Hanauer, CGH, 2019



Πρωτεύον καταληκτικό σημείο OCTAVE Induction: Ύφεση την εβδομάδα 8 1,2
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OCTAVE Induction 1 OCTAVE Induction 2

BID=twice daily.
1. European Medicines Agency, XELJANZ® (tofacitinib) 1/2020
2. Sandborn WJ, et al. N Engl J Med. 2017;376:1723-1736.

H αποτελεσματικότητα του tofacitinib δεν επηρεάζεται 
από την προηγούμενη έκθεση σε αντι-TNFa
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Difference vs placebo, % 30.7 33.2 12.9 25.3 28.8 37.2 17.8 27.4

BID=twice daily; TNFi=tumour necrosis factor inhibitor. 
1. Sandborn WJ, et al. N Engl J Med. 2017;376:1723-1736
2. European Medicines Agency, XELJANZ® (tofacitinib), 1/2020.

Tofacitinib 5 mg BIDPlacebo Tofacitinib 10 mg BID

Remission Mucosal healing

H αποτελεσματικότητα του tofacitinib δεν επηρεάζεται 
από την προηγούμενη έκθεση σε αντι-TNFa



Η προηγούμενη έκθεση σε βιολογικά σχετίστηκε με χαμηλότερη  πιθανότητα  
ανταπόκρισης στο tofacitinib (RWD)

Ungaro, ECCO 2019



IRs of HZ by time interval in Overall Cohort (phase II/phase III/OLE)

Winthrop, IBD, 2018


