
Association of several variables with pain reduction was
checked through median regression models.
Results Injection pain reduction (VASPOST–VASPRE) was statis-
tically significant for all pathologies (p<0.001).

Statistically significant differences observed for:
VASPRE: RA vs psoriasis (p=0.0403): IBD vs psoriasis

(p=0.0207).
Injection pain reduction (VASPOST–VASPRE): IBD vs psor-

iasis (p=0.0117).
For IBD, antidepressants treatment (four patients, 10.81%

of IBD cases) was the variable associated with the pain injec-
tion reduction (MD=�4.0; 95% CI: �7.26 to �0.74);
p=0.018). No variables were identified for the other
pathologies.
Conclusion
. Most patients reported better tolerance to the new

formulation of original adalimumab, independently of the
pathology.

. Pain with the ancient formulation was higher in IBD and RA
than in psoriasis patients, and pain reduction was higher in
IBD than in psoriasis ones.

. In IBD patients, those receiving antidepressant had a lower
perception of pain maybe due to the analgesic action of these
drugs.

. It would be interesting to consider these pain reduction
results when developing biosimilar adalimumab formulations.
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Background Vedolizumab seems to be an alternative in the
treatment of inflammatory bowel disease (IBD), but it needs
real-world data to assess its utility.

Purpose To evaluate the effectiveness and safety of vedolizu-
mab in patients with IBD in clinical practice and second, in
patients with dose intensification.
Material and methods Retrospective observational study. Inclu-
sion criteria: age�18 years, IBD (including Crohn’s disease
and ulcerative colitis) treated with vedolizumab for at least 12
months. Period of study: December 2014 to September 2018.

The following variables were recorded: age, gender, pre-
vious anti-tumour necrosis factor (TNF) treatments, duration
of treatment with vedolizumab, dose intensification (interval
shortening from 8 to 4 weeks), effectiveness and safety.

Treatment effectiveness was assessed as follows:
Mayo Score (MS) in ulcerative colitis: patients in clinical

remission (CR) in the induction period (IP) week 6 and in
the maintenance period (MP) week 52 valued with MS £2.

Harvey–Bradshaw index (HBI) in Crohn’s disease: patients
in CR in the IP and MP, valued with HBI £4.

Incidence of drug-related adverse events (AE) reported by
the attending physician was used to assess drug safety.

Data was collected from patients’ clinical records and from
the computerised physician order entry system (Farhos).
Results Forty-eight patients with IBD were included (62.5%
Crohn’s disease and 37.5% ulcerative colitis). The median age
was 43.5 years (IQR=19.5) and 62.5% were males. 66.7% of
patients had been previously treated with two or more anti-
TNF, 22.9% with one anti-TNF and 10.4% were receiving
vedolizumab as first-line treatment. The median duration of
treatment with vedolizumab was 1.97 years (IQR=0.83).
33.3% of the patients required dose intensification.

Effectiveness: 20.8% of patients achieved CR in the IP and
50% achieved CR in the MP (47.4% in patients with dose
intensification and 51.7% with no intensification).

Safety: 27.1% of patients experienced a grade 1 or 2 AE,
higher in dose intensification vs no intensification (36.8% vs
20.7%). No severe AE and no treatment discontinuations due
to toxicity were reported.
Conclusion Vedolizumab has shown to be a mildly effective
drug in clinical practice for the treatment of IBD and is well-
tolerated. Patients with dose intensification experienced similar
response but a higher AE incidence.
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Background In the post-marketing setting, only cases of leu-
kaemia have been reported in patients treated with infliximab.
There is also an increased background risk for lymphoma and
leukaemia in patients with long-standing, highly active, inflam-
matory disease, which complicates risk estimation.
Purpose We wanted to report a case of acute promyelocytic
leukaemia (APL) in a patient with Crohn’s disease (CD) after
infliximab therapy. We also reviewed the available literature.

Abstract 5PSQ-070 Table 1 Two-hundred and one patients

Spondyloarthritis

n=106

Inflammatory

bowel disease

(IBD) n=37

Rheumatoid

arthritis (RA)

n=34

Psoriasis

n=24

Males 65 (61.3%) 24 (64.9%) 13 (38.2%) 15 (62.5%)

Age, mean (SD) 52.6 (12.5) 44.7 (12.2) 61.2 (9.3) 50.9 (10.9)

Spanish 88 (83.0%) 28 (75.7%) 29 (85.3%) 24 (100%)

Patients with

pain reduction

94 (88.7%) 36 (97.3%) 28 (82.3%) 20 (83.3%)

VASPRE, median

(P25, P75)

6 (4–8) 6 (4–8) 6 (4–8) 4 (3.5–6.5)

VASPOST,

median (P25,

P75)

0 (0–2) 0 (0–2) 2 (0–2) 0 (0–2)
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Material and methods In June 2018 the patient’s data were
collected from the electronic medical records (Whospital) in
our hospital: the literature was reviewed using the Pubmed
database.
Results A 50 years’ old male, with perianal CD since 2000,
was diagnosed with APL in March 2018 after a bone marrow
biopsy for grade 3/4 neutropaenia during an episode of pul-
monary embolism and deep vein thrombosis. Infliximab ther-
apy began in 2003 and was intermittent, with discontinuation
in 2004 and 2006 because of good therapy response. He was
unresponsive to these prior therapies: steroids, azathioprine
and adalimumab. In 2015 he was enrolled for a few months,
without good response, in a clinical trial with ustekinumab.
After APL diagnosis, infliximab was discontinued and induc-
tion therapy for APL with arsenic trioxide and tretinoin
(ATO +ATRA) was started. Remission began in April 2018,
maintenance ATO +ATRA therapy was started and was still
continuing in June 2018. The review of the literature found
five reports of leukaemia cases after infliximab therapy in
patients with CD (three), rheumatoid arthritis (one) and anky-
losing spondylitis (one); three were males and two were
females; the mean age of the patients was 46. The review
also showed a higher risk of the occurrence of malignancies
in patients on immunosuppressive therapy and/or with autoim-
mune/inflammatory disorders.
Conclusion Our patient presented APL after a long exposure
to infliximab, which raises the concern that infliximab may be
involved in leukaemia development. The presence of an auto-
immune disease, such as CD, and prior immunosuppressive
therapies, such as azathioprine and TNF-alfa inhibitors, may
also have caused the development of leukaemia. Risk estima-
tion is difficult. However, we suggest prompt evaluation for
patients who develop haematological abnormalities when
treated with infliximab.
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Background Invasive fungal infections such as Mucormycosis
are considered opportunistic infections that occur almost
exclusively in immunosuppressed patients, causing high mor-
bidity and mortality. The use of long-term steroids may favour
the state of immunosuppression, increasing the likelihood of
acquiring this type of severe infections. The errors of thera-
peutic compliance are one of the possible causes of long-term
treatment with corticosteroids.
Purpose The aim of the study was to discuss, through a clini-
cal case, the consequences of an error in compliance with cor-
ticosteroid therapy.
Material and methods Observational, retrospective and descrip-
tive case report of a patient diagnosed with mucormycosis due
to the inappropriate use of corticoids. The data were obtained

by review of the electronic clinical history (JARA) and the
pharmacy service managing software (FARMATOOLS).
Results The patient was a 47 years’ old male with a clinical
history of arterial hypertension, dyslipaemia, morbid obesity,
with smoking and alcoholic habits. In August 2018, he was
operated on for an acute subdural haematoma. After being
discharged from the hospital, the doctor prescribed Dexame-
thasone 4 mg every 12 hours, descending gradually. Due to
the patient’s misunderstanding, he kept the same medication
dose (8 mg Dexamethasone daily) and did not comply with
the gradual withdrawal of the medication. Fifty days’ later,
the patient was admitted to hospital with acute hepatitis,
necrotising fasciitis in the right lower limb after trauma and
intense palate pain. Suspecting mucormycosis and bacterial
infection, the patient was treated with the empirical treatment:
liposomal Amphotericin B, Isavuconazole, Daptomycin, Amika-
cin and CLindamycin. The presence of Rhizopus spp. was con-
firmed and invasive rhinosinusal mucormycosis secondary to
immunosuppression due to the continued dose of corticoste-
roids was diagnosed. Finally, the patient died nine days after
hospital admission due to multiorgan failure.
Conclusion In this case, the main cause of the development of
mucormycosis came from a medication error in corticosteroid
therapy compliance. Aiming to improve this kind of medica-
tion error, it is important to highlight the need to enhance
pharmacotherapeutic monitoring, information and education
for patients with the aim of improving therapeutic
compliance.
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5PSQ-074 CANAKINUMAB IN FAMILIAL MEDITERRANEAN FEVER
AND SECONDARY AMYLOIDOSIS: A CASE REPORT
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Background Familial mediterranean fever (FMF) is an autoso-
mal recessive disease characterised by repeated and self-limited
seizures of fever and serositis. Classically, FMF has been
treated with colchicine, although currently we have interleu-
kin-1d inhibitors such as anakinra or canakinumab.
Purpose To describe a case of FMF and secondary amyloidosis
in current treatment with canakinumab.
Material and methods Description of a case of FMF, in follow-
up in our hospital and in current treatment with canakinumab.
Data was collected from the electronic medical record and ana-
lytics were reviewed in the laboratory application. The variables
analysed were sex, age, neutrophil value, haemoglobin, C-reac-
tive protein (CRP) and renal function before and after treat-
ment with canakinumab and adverse reactions to treatment.
Results A 74-year-old female diagnosed with FMF, chronic
kidney disease and hypertensive heart disease was followed up
in our hospital since 2006. Treatment with colchicine 0.5 mg
daily since then. Febrile episodes in 2009. Period 2010–2014
practically asymptomatic, with some episodes of fever that
were self-limited with acetaminophen. She was admitted to
hospital in December 2014 due to a fever outbreak and amy-
loidosis with renal insufficiency. In January 2015, anakinra
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