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More severe Crohn’s disease clinical presentation
in an inflammatory bowel disease (ibd) center
of emergency department during COVID-19 pandemic

A. CUOMO, G. OLIVIERO, A. FACCHIANO, A.D.GUARINO, M. MAUTONE, B. MANZQO,
G. VICINANZA, L. DONNARUMMA, C. ELMO

Gastroenterology and Digestive Endoscopy Operative Unit, “Umberto |I” Hospital,
Nocera Inferiore (SA), Italy

Abstract. - OBJECTIVE: COVID-19 outbreak and consequential restrictive measures have
strongly influenced clinical management of several chronic diseases, causing lengthening
of waiting times for visits, follow-up and procedures, particularly conditioning the clinical
presentation.

In this short case series study, we aim to demonstrate how COVID-19 pandemic has influ-
enced Crohn’s disease (CD) clinical course by increasing the number of patients with more
severe symptoms at presentation.

PATIENTS AND METHODS: In our study we observed the clinical presentation of all pre-
viously diagnosed, or subsequently confirmed, CD patients who accessed the emergency
department and first time visited in our operative gastrointestinal unit from January 2020 to
December 2021. The absolute percentage of all symptoms was reported and compared to a
CD population admitted to emergency department during a previous two-years period (Jan-
uary 2018 to December 2019). All data were collected from years-related databases based on
information contained in medical records. Student t-test was used to compare the difference
in clinical presentation among the two groups. p-values <0.05 were considered statistically
significant.

RESULTS: A total of 91 CD patients were first time visited in the two-year period 2020-2021.
The median age of patients was 31.7 years (23-35) and 57.8 % (63 out of 109) were female. The
most frequent clinical presentations at first medical examination were abdominal pain in 82
patients (90.1%), tiredness/fatigue in 80 patients (87.9%), diarrhoea in 54 patients (59.3%) and
abdominal bloating/distension in 61 patients (67.0%). A severe clinical presentation with in-
testinal obstruction or perforation occurred in 10 (10.9%) and 5 (5.4%) patients, respectively.
In the two-year period 2018-2019, a total of 145 CD patients were first time visited; the median
age was 32.8 years (25-36) and 61.5% (83 out of 135) were female. At the first medical exam-
ination abdominal pain reported in 128 patients (88.3%) and tiredness/fatigue in 125 patients
(86.2%) appeared to be the most common symptoms followed by diarrhoea in 85 patients
(58.6%) and abdominal bloating/distension in 87 patients (60.0%). No severe presentation
symptoms were recorded in 2018-2019 two-years period.

Hence, abdominal pain (p=0.035) and tiredness/fatigue (p=0.049) were statistically high-
er in patients observed during two-year period 2020-2021, moreover diarrhoea, abdominal
bloating/distension, obstruction and perforation clinical pattern were more frequent indeed,
although not reaching the statistical significance.

CONCLUSIONS: Our data suggest a change in clinical presentation of CD patients with
an increase of all symptoms including severe presentation, such as intestinal obstruction
and/or perforation in 2020/2021 two-year period, likely as direct or indirect consequence of
COVID-19 outbreak. Further clinical investigation is needed to confirm this observation.
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Booster dose of SARS-CoV-2 mRNA vaccines strengthens
the specific immune response of patients with rheumatoid
arthritis: a prospective multicenter longitudinal study

C. FARRONI't, A. AIELLO', A. PICCHIANTI-DIAMANTF, B. LAGANA?, E. PETRUCCIO-
LI', C. AGRATPE, A.R. GARBUGLIA?®, S. MESCHI*, D. LAPA*, G. CUZZI', L. PETRONE', V.
VANINI'>, A. SALMI', A.M.G. ALTERA', F. REPELE', G. GRASSP, A. BETTINI*, S. VITA®, A.
MARIANCO®, A. DAMIANF, M. INFANTINO?, V. GROSSIE, M. MANFREDI®, L. NICCOLP,
V. PURQ", R. DI ROSA?, S. SALEMP?, G. SESTI?, P. SCOLIERI", V. BRUZZESE', M. BENUC-
CI'%, F. CANTINF, E. NICASTRI®, D. GOLETTI'*

'"Translational Research Unit, National Institute for Infectious Diseases Lazzaro Spallanzani-IRCCS, Rome,
Italy

2Department of Clinical and Molecular Medicine, “Sapienza” University, S. Andrea University Hospital,
Rome, Italy

3Laboratory of Cellular Immunology, National Institute for Infectious Diseases Lazzaro Spallanzani-IRCCS,
Rome, Italy

*Laboratory of Virology, National Institute for Infectious Diseases Lazzaro Spallanzani-IRCCS, Rome, Italy

*Unita Operativa Semplice (UOS) Professioni Sanitarie Tecniche, National Institute for Infectious Diseases
Lazzaro Spallanzani-IRCCS, Rome, Italy

¢Clinical Division of Infectious Diseases, National Institute for Infectious Diseases Lazzaro Spallanzani-
IRCCS, Rome, Italy

’Rheumatology Unit, Department of Clinical and Experimental Medicine, University of Florence,
Florence, Italy

8immunology and Allergology Laboratory, S. Giovanni di Dio Hospital, Azienda USL-Toscana Centro,
Florence, Italy

?Rheumatology Department, Hospital of Prato, Prato Italy

'"UOC Emerging Infections and Centro di Riferimento AIDS (CRAIDS), National Institute for Infectious
Diseases Lazzaro Spallanzani-IRCCS, Rome, Italy

""UOC di Medicina e Rete Reumatologica, Ospedale Nuovo Regina Margherita, Rome, Italy

"2Rheumatology Unit, S. Giovanni di Dio Hospital, Azienda USL-Toscana Centro, Florence, Italy

Abstract. - OBJECTIVE: The of the research was to characterize the kinetics of humoral and
T-cell responses in rheumatoid arthritis (RA) patients followed up to 4-6 weeks (T3) after the
SARS-CoV-2 vaccine booster dose.

PATIENTS AND METHODS: Health care workers (HCWs, n=38) and RA patients (n=52) hav-
ing completed the mRNA vaccination schedule were enrolled at T3. In each cohort, 25 sub-
jects were also sampled after 5 weeks (T1) and 6 months (T2) from the first vaccine dose.
The humoral response was assessed by measuring anti-Region-Binding Domain (RBD) and
neutralizing antibodies, whereas the T-cell response was assessed by interferon-(IFN)-y-re-
lease assay (IGRA). By flow cytometry, the T-cell cytokine production and the T and B-cell
phenotype were evaluated at T3.

RESULTS: RA patients showed a significant reduction of antibody titers from T1 to T2 and a
significant increase at T3. T-cell response by IGRA persisted over time in RA patients, while in-
creased in HCWs. Most RA patients scored positive for anti-RBD, neutralizing antibody and T-cell
responses, although the magnitude was lower than HCWs. The spike-specific cytokine response
was mainly mediated by CD4+* T cells in both cohorts, and significantly lower with reduced inter-
leukin-2 response and CD4-antigen-responding naive T cells in RA patients. Unswitched memo-
ry B cells were reduced in RA patients compared with HCWs independently of vaccination.

CONCLUSIONS: COVID-19 vaccine booster strengthens the humoral immunity in RA pa-
tients. T-cell response by IGRA is stable, although altered when characterized in detail in
terms of phenotype and cytokine production.
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Peripheral articular manifestations are associated with a
reduced quality of life and an impairment of psychological
functioning in ibd patients

P. BALESTRIERI, M. RIBOLSI, F. BALDARO, M. BRIGIDA, N. CITTERIO, M. CICALA.

Gastroenterology Unit, Fondazione Policlinico Campus Bio Medico, Rome, Italy

Abstract. - OBJECTIVE: Psychological comorbidities are common in IBD patients, with a
significant impact on quality of life (QoL). Currently, there are few data concerning the impact
of articular manifestations on the psychopathological symptoms in IBD patients. The aim of
the present study was to evaluate psychopathology, resilience and QoL in IBD patients with
or without articular manifestations.

PATIENTS AND METHODS: Consecutive IBD patients were evaluated. All the patients were
screened for articular involvement and IBD disease activity, measured by Mayo score and
Harvey-Bradshaw Index. QoL was evaluated by the Inflammatory Bowel Disease Question-
naire (IBDQ) and psychopathology was assessed by self-report questionnaires consisting of
the Beck Depression Inventory (BDI) and the Symptom Checklist-90 (SCL-90). Resilience was
also measured using Resilience Scale-14 (RS-14). Multivariable analysis evaluated the asso-
ciation between clinical activity and psychopatology scores and level of resilience.

RESULTS: 44 out of the 112 (39.3%) patients included (63 Crohn’s disease and 49 ulcerative
colitis), presented also arthritis (peripheral: 27; axial: 17). Patients with arthritis showed a
significant greater median value of BDI (10.2 vs. 12), SCL-90 (47 vs. 49.1) e IBDQ (161.1 vs.
155.4) compared to those without. Patients with peripheral joint involvement had significant-
ly higher score of all psychopathological scores and IBDQ than those with axial artrhitis (all
p-values< 0.05), except for social domain of IBDQ. Clinical score for both UC and CD signifi-
cantly correlated with BDI, IBDQ and SCL-90 (all p-values<0.01). The multivariable analysis,
identifying the independent variables associated with the resilience, showed a significant
inverse association with BDI, SCL-90 e IBDQ scores (all p-values<0.01).

CONCLUSIONS: Articular manifestations, in particular peripheral arthritis, are significantly as-
sociated with a lower QoL in patients with IBD and an impairment of psychological functioning.

High resilience is a protective factor for the onset of psychopatological symptoms associ-
ated with in IBD patients, significantly impacting on QoL perception.

Acute sternocostoclavicular osteochondritis

in a patient with Crohn’s disease: a diagnostic dilemma
between drug-induced extraintestinal manifestations,
rare syndromes and infectious complications

S. CAPORUSCIO, A. ARATARI, C. PAPI, S. FESTA

Ospedale “San Filippo Neri”, Rome, Italy
Abstract. - INTRODUCTION: We present the case of a 24 year-old man affected by ileo-co-

lonic Crohn’s disease diagnosed in 2018. Given multiple unfavorable prognostic factors at
diagnosis, early treatment with biologics was started.
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CASE PRESENTATION: After experiencing primary failure to adalimumab and intolerance to
infliximab, he was swapped to Vedolizumab which was initiated in 2021 achieving sustained
steroid-free remission at 18 months. In August 2022, while still in clinical remission, he was
referred to our department complaining persistent chest pain, appeared some weeks before,
and fever (up to 39°C) in the previous days. The pain was dull, progressively increasing, ex-
acerbated by extertion, located in the middle of the chest and radiated to the right shoulder
and neck. He also complained headache and temporomandibular joint pain and swelling.
On examination his right sternocostoclavicular joint was tender. Laboratory test revealed a
marked CRP elevation (CRPX30) and inflammatory anaemia (Hb 10.8gr/dl, ferritina 156 ng/
ml). Stool pathogens test revealed a positivity for Campilobacter Jejunii and autoantibodies
c-ANCA positivity. lleo-colonscopy revealed severe activity with ulcers in the transverse co-
lon. Chest MR showed hyperintensity of the distal diaphysis of the right clavicle and in the
proximal and distal portion of the sternal body. In relation to patient’s age, the involved joints
and MRI findings SAPHO syndrome (synovitis, ache, pustulosis, hyperostosis, and osteitis)
was suspected. After ibuprofene treatment failure systemic steroids and azitromicine were
started with rapid clinical improvement. Vedolizumab was withdrawn and shift to ustekinum-
ab was proposed.

CONCLUSIONS: This clinical vignette describes a case of acute sternoclavicular osteochon-
dritis in a young patient with Crohn disease in treatment with Vedolizumab. We would face
the problem of differential diagnosis (extraintestinal manifestations induced by Vedolizumab
vs. infective osteochondritis vs. SAPHO) and the importance of a joint gastroenterologist and
rheumatologist management.

The role of fatigue in inflammatory bowel disease:
the experience of IBD center of University Hospital
of Modena

R. CASCIOLA!, A. BERTANI', G. SANDRF, A. SPINELLA? , C.G. CERASO', T. GUASCONI',
L. GAVIOLF, G. AMATF, M. DE PINTO?, C. SALVARANF, A. COLECCHIA!

'Gastroenterologia, AOU Policlinico di Modena, Modena, Italy
2Reumatologia, AOU Policlinico di Modena, Modena, Italy

Abstract. - OBJECTIVE: Fatigue is the subjective feeling of chronic fatigue and exhaustion
which affects patients with chronic diseases. It has been seen that this condition may affect
IBD patients among twice than general population and involves up to half of those ones with a
higher incidence in Crohn’s disease (48-62%) than in Ulcerative colitis (42-47%). The evaluation of
fatigue is very important from a clinical point of view; indeed, it is a symptom that heavily affects
the patients’ quality of life, productivity, social and psychophysical well-being. To date, there is
neither a standard diagnosis method or a treatment of fatigue. Our aim was to investigate the
prevalence and the role of fatigue in IBD patients of University Hospital of Modena, Italy.

MATERIALS AND METHODS: Two fatigue questionaries were administered to IBD patients.
271 patients compiled fatigue severity scale (FSS) and 248 compiled Modified Fatigue Impact
Scale (MFIS).

RESULTS: As far as FSS is concerned, 57.2% of patients showed a score > 30, resulting affect-
ed by fatigue with a higher prevalence in women compared to men. About 30% of these patients
is 40-50 years old. According to the MFIS, fatigue showed the same results for gender and age.
Furthermore, MFIS — which evalues three different settings of fatigue — evidence that physical
impact of this condition is much more important than cognitive and psychosocial one.
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CONCLUSIONS: The study confirms that fatigue affects about 50% of IBD patients. The
prevalence among women is higher than men and 45-54 years old patients are the most in-
volved ones. Physical impact of fatigue is the predominant setting compared to cognitive and
psychosocial one.

The gastroenterological and rheumatological disease:
a double diagnosis in a case report
in the University of Modena

R. CASCIOLA, A. BERTANI, C.G. CERASO, T. GUASCONI, A. COLECCHIA

Gastroenterologia, AOU Policlinico di Modena, Modena, Italy

Abstract. - OBJECTIVE: Psoriatic arthritis is a form of long-term inflammatory disease
which involves little and big joints asymmetrically. In most cases, but not always, it is as-
sociated with skin psoriasis. The arthritis often involves fingers and toes (dactylitis), nails
(This may include pits in the nails or changes in nail color) and may be associated to other
autoimmune or autoinflammatory disease, as Inflammatory Bowel Disease (Crohn’s disease
and ulcerative colitis). Crohn’s disease may affect any segment of gastrointestinal tract; the
symptoms usually include abdominal pain, diarrhea, loss of weight, anemia, arthritis, uveitis,
skin rashes and fatigue. The therapy of these two diseases could be both biological and non
biological one.

This case report could prove the fact that some biological therapies may unsubscribe au-
toimmune/autoinflammatory diseases in patients who have a specific background. Moreover,
it could demonstrate that, in double diagnosis, we can prescribe therapies which cannot be
prescribed in a single rheumatological or gastroenterological setting one.

CASE REPORT: M.D.G, 38 years old. Nothing in past medical and surgery history. Uncle
with IBD (Crohn’s disease). In 2017 diagnosis of psoriatic arthritis was made, and M.D.G.
was treated at first with Methotrexate without success. In 2018 the patients starts with
biological therapy (Etanercept); after two months, M.D.G started to have symptoms, such
as diarrhea, anemia, abdominal pain. At colonoscopy: Crohn’s disease was confirmed by
histological exam. The therapy with Etanercept was suspended and the patient began the
therapy with Adalimumab at first and Infliximab then, both suspended because of their
ineffectiveness. In 2020, shifting to Certolizumab pegol obtained clinical response about
gastroenterological and rheumatological symptoms. However, the colonoscopy in 2021 ev-
idenced that Crohn’s disease was still active; after two months arthritis reactivated, too.
In June 2022, a new flare-up of Crohn’s disease was recorded, requiring a new high-dose
steroid course. In August 2022, after the tapering of the steroids, the patient started (after
the approval by ethics committee) the therapy with a Janus kinase inhibitor (Upadacitinib).
Up to date (November 2022) the patient is totally fine, without any rheumatological or gas-
troenterological symptom.

CONCLUSIONS: This case report proves the fact that a patient with double diagnosis should
be always visited by gastroenterologist and rheumatologist at the same time. Etanercept is
associated with new cases of IBD in patients with a family history of Chron’s disease or ulcer-
ative colitis, as reported in scientific literature. Upadacitinib should be considered in patients
who do not responde to biological therapy approved in Italy for IBD (off label), but it can be
used in patients with rheumatological condition such as rheumatoid arthritis, psoriasic ar-
thritis, Ankylosing spondylitis. The use of Upadacitinib was subjected to ethics committee
because at the time (June 2022) it was not still approved in Italy for psoriasic arthritis.


https://en.wikipedia.org/wiki/Methotrexate
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Explorative survey on the quality of life
of patients affected by IBD/ESA

R. CIMAGLIA, L. SCALI', M. LASTRETTI?, W. MONTEROSSO?, S. SPAGNA?, M. TOMAP

TANPESA Associazione Nazionale Pazienti con EnteroSpondiloArtrite, IRPPI Istituto Romano
Psicoterapia Psicodinamica Integrata, Rome, Italy

2ANPESA Associazione Nazionale Pazienti con EnteroSpondiloArtrite, FoodDia-net UO ASL Roma 1,
Rome, Italy

3SANPESA Associazione Nazionale Pazienti con EnteroSpondiloArtrite, I.S.1.P.S.é, Rome, Italy
*ANPESA Associazione Nazionale Pazienti con EnteroSpondiloArtrite, Scuola di Psicoterapia
Psicoumanitas di Roma, Rome, Italy

>ANPESA Associazione Nazionale Pazienti con EnteroSpondiloArtrite, Dipartimento Psicologia
Dinamica Universita La Sapienza, Rome, Italy

Abstract. - OBJECTIVE: With this study, we intend to introduce a pilot study regarding the
quality of life of patients diagnosed with Inflammatory Bowel Disease (IBD) and Entero-Spon-
dylarthrosis (ESA), a topic which is rarely investigated by psychologists and other profes-
sional figures in the field of mental health.

PATIENTS AND METHODS: Due to the increasing studies on self-immune diseases, the
quality of life in patients with IBD and ESA seems to be measurable by the level of distress.
In order to detect the same measurements on the Italian sample, we aim to recruit at least
250 subjects and administer them a set of questionnaires, focused on the psychological im-
plications associated with typical pathological course of IBD and ESA. The tools employed
are the Quality of Life Scale —- WHOQOL-BREF, the Depression, Anxiety and Stress Scale 21
— DASS-21, the Rosenberg Self-esteem Scale — RSE, in addition to an original questionnaire
related to the subjective experience related to the therapeutic course.

RESULTS: The data analysis will be held with Q-Gis 3.26, an open-source software that
includes several levels of analysis through their graphic representation on interactive maps.

CONCLUSIONS: The goal of the study is to obtain an exploratory analysis based on inte-
grated data. The expected results could constitute a statistically informative value, useful for
cross-disciplinary teams. At the same time, the interactive maps could provide information
for easy access to the medical departments, placing themselves as valuable tool to increase
the quality of life of IBD and ESA diagnosed patients.

Clinical efficacy and long-term safety

of the adalimumab biosimilar ABP501 in patients
with chronic inflammatory bowel diseases:

the adaswitch study

A. CINGOLANI', F.M. ONIDF, A. TURSE, C. FELICE?, G. LOMBARDF, D. CHECCHIN®,
R. COLUCCF, L. GROSSP, A. FERRONATO?, C. ROCCHI'®, M. ASCOLANI'", L. BINAGHP,
M.F. DORE?, L. FANINI?, S. PILATI', M. BULAJIC'?, G. MOCCF?

'SSD Gastroenterologia ed Endoscopia Digestiva, Ospedale “Carlo Poma” ASST Mantova, Mantova, Italy
2Gastroenterologia, ARNAS “G. Brotzu” Cagliari, Dipartimento di Scienze Mediche e Chirurgiche,
Cagliari, Italy *Gastroenterologia Territoriale, ASL BAT, Andria, Italy

[6]
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*Medicina Interna, Ospedale Universitario “Ca’ Foncello”, Treviso, Italy

*Nefrologia, AOU Verona, Verona, Italy

¢Gastroenterologia, Ospedale dellAngelo,” S Giovanni e Paolo”, Mestre e Venezia, Italy
’Endoscopia Digestiva,Ospedale “S Matteo degli Infermi”, Spoleto (PG, Italy
8Gastroenterologia, Ospedale “S Spirito”, Universita “G. D’Annunzio”, Pescara, Italy
?Endoscopia Digestiva, Ospedale di Santorso ULSS Pedemontana, Santorso (VI), Italy
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Abstract. - OBJECTIVE: Biosimilars represent a new opportunity for IBD treatment and the
economic sustainability of therapies. The aim of the study is to evaluate efficacy and long-
term safety of the Adalimumab biosimilar ABP501 in naive or switched IBD patients.

PATIENTS AND METHODS: A retrospective observational study was conducted on a database,
including IBD patients treated with ABP 501, naive or switched from the originator, at eight IBD
centres. We included adult patients with at least one year of follow-up. The primary objective was
to assess efficacy (persistence on ABP501 therapy) and safety (rate of adverse events). The cat-
egories analysed were: type of IBD, naive to anti-TNF therapy, switch from anti-TNF originator to
biosimilar. Confounding factors analysed in multivariate were: age, sex, smoking, comorbidities,
type of IBD, duration of disease, naive to anti-TNF therapy, switch to ABP 501.

RESULTS: We included 117 patients with IBD: 83 with Crohn’s disease (CD, 71% naive) and 34
with Ulcerative Colitis (UC, 61.8% naive). ABP 501 showed greater efficacy in maintaining clinical
response at 2 years in CD (77.1%) vs. UC (64.7%, p=0.001) and in antiTNF naive (78%) vs. experi-
enced (72%, p=0.0014). There was no difference in the efficacy between ADA-switched and ADA-
naive patients. Nine patients (7.7%) discontinued the drug due to adverse events.

CONCLUSIONS: APB 501 showed a good safety and efficacy profile in maintaining clinical
response at 2 years in both treatment-naive and treatment-shifted IBD patients.

Sarcopenia as a consequence of intestinal
and rheumatological diseases in a geriatric population

C. CLEMENTI', D. RONCONI?, S. CAPURSO?, A. DOMENICUCCI?,
A. CONFORTE, G. GIMIGNANI3

lIstituto Climatico “Santo Volto”, Santa Marinella (Roma), Rome, Italy
’Lungodegenza Medica, Ospedale “Padre Pio”, Bracciano (Roma), Rome, Italy
3UOC Medicina Interna, Ospedale “S. Paolo”, Civitavecchia (Roma), Rome, Italy

Abstract. - OBJECTIVE: Sarcopenia is a frail condition. By frailty we mean a state of in-
creased vulnerability and reduced resilience towards stressful events (traumal/iliness, etc.),
but by sarcopenia, which is not synonymous with frailty, we mean the progressive and gen-
eralized loss of muscle mass and function, with increased risk of adverse phenomena (falls,
fractures, worse quality of life and increased mortality). Our aim was to evaluate sarcopenia
in relation to the clinical factors that influence its evolution.

PATIENTS AND METHODS: In the period 2020-2021, 126 patients in a geriatric facility, all
women, mean age 87.5 years (range 70-103) were carriers of chronic diseases. All were stud-
ied using the CIRS index, all were subjected to the Tinetti test for balance and falls, and to the
SARC-F questionnaire for muscle mass characteristics.

RESULTS: In the CIRS study there is no statistical significance (p=ns). In the Tinetti Test
study there is no statistical significance p=ns. Statistical significance was observed in pa-
tients with bone disease (p=0.003), with metabolic and gastrointestinal disease (p=0.0007).
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CONCLUSIONS: Sarcopenia is a pejorative element of the organic frailty typical of the elderly.
The study shows that the causes related to sarcopenia are the presence of metabolic diseases (di-
abetes-IBD, etc.) which lead, over time, to a reduction in muscle mass, such as sarcopenic obesity
— in the context of excess adiposity. In this context, malnutrition, immobilization and the presence
of comorbidities (particularly bone and metabolic, associated in the institutionalized elderly with
chronic cardiovascular/brain pathologies) play an important role in the genesis of sarcopenia.

Real word long-term efficacy and safety of vedolizumab in
managing ulcerative colitis versus Crohn’s disease: results
from “LONG VEDO" Italian Multicenter study

R. MONTERUBBIANESI', G. MOCCFP, G. MACONE, G. CATALETTP, B. MANTIA?, M.
SERIO*, A. SCARCELLI*, A. FERRONATO?, G. ROCCO®, C. SACCHI®, C. ZAMPALETTA®, B.
PERINV, E. SAVARINC’, F. GAIANI®, G.L. DE ANGELIS?, S. KAYALI, L. FANIGLIULO?, R.
LORENZETTI'®, L. ALLEGRETTA'", S. SCORZA", E. ANTONELLI"?, G. BASSOTTI'?, C. IAN-
NELLI"3, F. LUZZA"®, G. ARAGONA', P. PERAZZO"™, A. LAURIA'™ S. PIERGALLINI'®, R.
COLUCCIY, A. PENNA'8, A. DE MEDICI", M.A. BIANCO?, C. MEUCCI?®°, A. CUOMO?,
L. DONNARUMMA?, N. DELLA VALLE?, R. SACCO*, G. FORTI”?, G.M. GIORGETT*,
V. CLEMENTE?, C. PAGNINI?®>, M.G. GRAZIANI**, M.C. DI PAOLO”, R. PICA%*, A. COC
CO%, M. ZIPPP¢, G. PRANZO?, S. RODINO?, L. SEBKOVA?8, M. PICCHIO?® W. ELISEI',
R. FAGGIANI', P. PAESE?®, I. LUPPINO?°, S. FIORELLA?', E. SCHIAVONFP?, D. NAPOLITA-
NO?*, F. SCALDAFERRPP?, A. PAPA*, A. TURSI??

'UO Gastroenterologia, AO San Camillo Forlanini, Rome, Italy
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'Djvision of Gastroenterology, “Nuovo Regina Margherita” Territorial Hospital, Rome, Italy
""Division of Gastroenterology, Santa Caterina Novella Hospital, Galatina (LE), Italy
2Gastroenterology & Hepatology Section, University of Perugia, Perugia, Italy
3Department of Health Science, University of Catanzaro, Catanzaro, Italy

"“Division of Gastroenterology,” Guglielmo da Saliceto” Hospital, Piacenza, Italy
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Foundation, Rome, Italy
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Abstract. - OBJECTIVE: ltalian data currently available in long-term managing of ulcerative
colitis (UC) and Crohn’s disease (CD) patients with vedolizumab (VDZ) are limited. The pres-
ent study aimed to assess whether there are differences in term of long-term efficacy and
safety of VDZ in UC and CD patients.

MATERIALS AND METHODS: Clinical activity was scored according to the Mayo score in UC and
to the Harvey-Bradshaw Index (HBI) in CD. The primary endpoints were the achievement and main-
tenance of clinical remission and safety. Secondary endpoints were clinical response to treatment,
achievement of mucosal healing (MH), steroid discontinuation, and treatment optimization.

RESULTS: The study group consisted of 729 patients (475 patients with UC and 254 patients
with CD) with a median follow-up of 18 (interquartile range 6-36; mean 23 months with range
2-72) months. Clinical remission was achieved in 407 (85.7%) patients in UC group and in 221
(87.0%) patients in CD group (p=0.622) and clinical response in 432 (90.9%) and in 224 (88.2%)
(p=0.237), respectively. Mucosal healing occurred in 42/55 (76.4%) patients in UC group and
in 29/36 (80.5%) patients in CD group (p=0.646), steroid discontinuation in 436 (91.8%) and in
232 (91.3%) (p=0.834), and optimization of treatment in 38 (8%) and in 10 (3.93%) (p=0.123).

CONCLUSIONS: VDZ is effective and safe in long-term management of IBD.

Real life comparison of adalimumab biosimilars ABPB501,
SB5, GP2017 and MSB11022) in patients with inflammatory
bowel diseases undergoing to non-medical switch from
adalimumab originator

W. ELISEI', G. MOCCP, A. CUOMC?, A. FERRONATO?, M. PICCHIO®, G. MACONI®, F.
SCALDAFERRV, A. PAPA’, A. TURSI

'Divisione di Gastroenterologia, A.O. “San Camillo- Forlanini”, Rome, Italy

“Divisione di Gastroenterologia, A.O. “Brotzu”, Cagliari, Italy
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’Dipartimento di Gastroenterologia, Fondazione Policlinico Gemelli, IRCCS, Rome, ltaly
8Servizio di Gastroenterologia Territoriale, ASL BAT, Andria, Italy

Abstract. - OBJECTIVE: Adalimumab (ADA) biosimilars have been included into the thera-
peutic armamentarium of inflammatory bowel disease (IBD); however, comparative data on
the efficacy and safety of the different ADA biosimilars after replacing the ADA originator for
a non-medical reason remain scarce. We aimed to compare in a real-life setting the efficacy
and safety of four ADA biosimilars SB5, APB501, GP2017, and MSB11022 in IBD patients after
replacing the originator for a non-medical reason.

[o]
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PATIENTS AND METHODS: A multicenter retrospective study was performed on consecu-
tive IBD patients, analyzing clinical, laboratory, and endoscopic data. The primary endpoints
of the study were: maintenance of clinical remission and safety of the different biosimilars.

RESULTS: 153 patients were enrolled, 26 with UC and 127 with CD. Clinical remission was
maintained in 124 out of 153 (81.0%) patients after a median (IQR) follow-up of 12 (6-24)
months, without any significant difference between the four ADA biosimilars. ADA biosimi-
lars dosage was optimized in five patients (3.3%). Loss of remission was significantly higher
in UC patients (10/26 patients, 38.5%) than in CD patients (19/127 patients, 14.9 %, p<0.025).
Adverse events occurred in 12 (7.9%) of patients; the large majority were mild.

CONCLUSIONS: No difference in efficacy and safety was found between ADA biosimilars
when used replacing the ADA originator for a non-medical reason. However, in UC patients
the replace of ADA originator for this reason should be carefully assessed.

Diagnostic delay and economic burden in IBD: a multicenter
italian experience in patients treated with biologics

A. CINGOLANI', F.M. ONIDF, A. TURSE, C. FELICE*, G. LOMBARDF®, D. CHECCHINS®,
R. COLUCCF, L. GROSSI®, A. FERRONATO?, C. ROCCHI'®, M. ASCOLANI", L. BINAGHF,
M.F. DORE?, L. FANINI'?, S. PILATI', M. BULAJIC'°, G. MOCCF?
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"2Gastroenterologia ed Endoscopia Digestiva, Ospedale di Foligno, Foligno (PG), Italy

Abstract. - INTRODUCTION: Inflammatory bowel diseases (IBDs), Crohn’s disease (CD) and
Ulcerative colitis (UC), are chronic and immune-mediated diseases with a relapsing-remitting
trend. The overall incidence of these diseases is increasing. However, it is estimated that more
than one third of patients experienced symptoms for more than one year before diagnosis.
Delay in IBD diagnosis has several clinical, therapeutic and economic implications. Early diag-
nosis and proper treatment are the cornerstones for improving the standard of care for these
patients. This study aims to evaluate the diagnostic delay (DD) in patients with IBD and to ana-
lyze the clinical burden of the delay in IBD diagnosis in patients treated with biological drugs.

PATIENTS AND METHODS: An observational and retrospective study was performed in IBD
patients, regularly followed in four IBD Units. Data regarding delay in IBD diagnosis were
assessed through a questionnaire evaluating the disease course. Moreover, data about bio-
logics dispensation were obtained from the medical records in the period 2020-2022.

RESULTS: 135 IBD patients were enrolled (UC 72, CD 63, M 80, F 55). Median age at diag-
nosis was 32 years (IQR 22-45); 7% of patients were = 16 years old at diagnosis. Median age
on erollement was 47 ( IQR 4-59): Median DD was 12 months (IQR: 6-24). No significant dif-
ference was found in median DD between UC [12 months (IQR: 4.5-12.0)] and CD patients [12
months (IQR: 12-48)]. However, the proportion of patients with a DD >24 months was signifi-
cantly (p=0.007) higher in CD (21/63 = 33%) than in UC patients (10/72=13%).
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After a median disease duration of 10 years (IQR: 4-17), overall, 67 patients (49.7%) were
exposed to one biologic agent, 43 patients (31.8%) were exposed to two biologic agents, 25
(18.5%) to three or more biologic agents. 23% of patients (31/135) underwent surgery.

The statistical analysis showed that DD >24 months was not statistically significant asso-
ciated with history of = 2 biological drugs (p=0.51). Conversely, there was association with
surgical treatment (p=0.004).

CONCLUSIONS: The diagnostic delay in IBD represents a challenge with clinical and, thera-
peutic impact. It is crucial to cooperate with general practitioner and gastroenterologists not
dedicated to IBD in order to reduce the diagnostic delay and guarantee an effective, appro-
priate and early treatment that will improve the patients’ quality of life and meanwhile reduce
the healthcare system costs.

Hypertrophic pachymeningitis.
Neuro-immuno-rheumatological overlap. A clinical case

G.S. TULUMELLO, V. ANGILERI

UOC Medicina Interna, A.O. “Sant’/Andrea” Universita “Sapienza”, Rome, Italy

Abstract. - OBJECTIVE: Clinical presentation of a patient with ANCA-associated hypertro-
phic pachymeningitis.

PATIENTS AND METHODS: The patient came to the emergency department presenting con-
comitant convergent strabismus on left eye, horizontal diplopia in the primary position with
left lateral rectus muscle deficiency, hypoesthesia in V1, V2, and V3 territory of the left tri-
geminal nerve, left deviation of the palate, weakness of the right sternocleidomastoid and
trapezius muscles, tongue’s deviation to the right, dysphagia, and hoarseness. These symp-
toms justified a hospitalization in neurological department, where the patient was subjected
to instrumental investigations, in particular brain MRI, blood tests and CSF analysis. Finally,
a targeted antibody dosage confirmed the rheumatological nature.

RESULTS: The brain MRI showed thickening of the dura mater in the posterior cranial fossa
and of the two tentorial layers. The haematochemical tests reported ESR (58 mm/h) and CRP
9.95 mg/dL while the CSF showed pleocytosis (63 cells with reference 0-5) of which 70%
lymphocytes, an increase in protein (145 with reference 15-45) and 11 oligoclonal bands were
found on immunoelectrophoresis. Finally, P-ANCA positivity was confirmed.

CONCLUSIONS: Even if in the context of “limited vasculitis” MPO ANCA positivity is the
most common form, PR3 ANCA-positive hypertrophic pachymeningitis is characterized by
more severe neurological symptoms and a higher risk of disease progression. As a conse-
quence, this is another demonstration of the multidisciplinary nature of the pathology under
examination. It is clear how these two pathogenic subclasses (MPO-ANCA and PR3-ANCA)
need further studies with larger cohorts.
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