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Abstract - Introduction
Palbociclib is indicated for the treatment of hormone receptor positive, HER2 negative metastatic breast
cancer. Neutropenia is the most frequent dose limiting toxicity associated with its use.
The objective is to evaluate incidence and grade of neutropenia associated to Palbociclib in clinical
practice.
Abstract - Material and method
Retrospective observational study of patients from January 2018 until October 2019, both included. The
data was obtained from the PRISMA-APD® external patient care program and through the review of
clinical and analytical records. The variables collected were: age (years), duration of treatment (months),
baseline and during follow-up neutrophils (/mm3), and concomitant treatment. The grade of neutropenia
was evaluated according to the NCI-CTCAE classification, considering grade 1 (2000-1500/mm3),
grade 2 (1500-1000/mm3), grade 3 (1000-500/mm3) and grade 4 (lower than 500/mm3).
Abstract - Results and discussion
30 women were included (median 66 years (38-84)) who started treatment with palbociclib at a dose of
125 mg/day for 21 consecutive days, followed by 7 days without treatment (28-day cycle), combined
with letrozole (19 patients) or fulvestrant (8 patients). In 3 patients it was also combined with a
gonadotropin analogue (goserelin). The mean duration of treatment with palbociclib was 5.63 months.
The baseline mean of neutrophils was 3274 / mm3. 29 patients developed neutropenia of any grade
(96.6%): 2 patients grade 4, 20 grade 3, 6 grade 2 and 1 patient grade 1. Only one patient didn't develop
neutropenia during the study. The median time to the first episode of neutropenia of any grade was 15
days (7-35). 11 patients required dose adjustment of palbociclib and 20 patients rest periods (2
permanently discontinued, despite low doses of 75 mg / day).
Abstract - Conclusion
Although the incidence of palbociclib-associated neutropenia is very high, with grade 3 and 4
neutropenia being the most frequent in our sample, in most cases it was reversed by dose reductions
and/or rest period, without requiring interruption of the treatment or support treatment.
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Abstract - Introduction
In Europe, colorectal cancer is the second most common cancer in women and third most common in
men. Around half of all colorectal cancer cases affect the rectum. Surgery is the main curative therapy
for rectal cancer however this is associated with bowel functional disturbances post anterior resection.
The aim of the study is to evaluate the incidence of low anterior resection syndrome in patients
postoperatively, to identify contributing factors leading to anterior resection syndrome and to assess its
impact on quality of life.
Abstract - Material and method
Adult patients who had undergone anterior resection between January 2014 and December 2016 were
recruited. Variable factors for LARS were collected retrospectively from clinical records. Data was
collected using validated questionnaires, namely LARS scale and EORTC QLQ-C30. Statistical analysis
included ordinal logistic regression, one-way ANOVA and Scheffe post-hoc test.
Abstract - Results and discussion
Between January 2014 and December 2016, 179 patients had undergone anterior resection, with 55
patients fullfilling the inclusion criteria. Symptoms of LARS were identified in 51% of patients (n=27);
with 23% (n=13) classified as minor and 28% (n=15) as major. Ordinal logistic regression showed that
distance from anal verge (p=0.02), preoperative radiotherapy (p=0.01) and presence of stoma (p=0.02)
were significantly associated with LARS. Patients who suffered from major LARS were noted to have
a significant decrease in their quality of life.
Abstract - Conclusion
More than half the patients who underwent anterior resection for rectal cancer presented with anterior
resection syndrome with major symptoms persisting even after one year postoperatively adversely
impacting their quality of life. Identification of factors contributing to LARS allows for better patients
stratification in treatment groups and provision of individualised management plan.
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Abstract – Introduction
An outbreak of several cases of fatal enterocolitis in patients with early breast cancer treated with
docetaxel (Doc) was observed in France early 2017. Doc was stopped in all indications. After a thorough
national and European pharmaceutical investigation, Doc was reintroduced in September 2017. We
decided that this reintroduction would be associated with the establishment of systematic follow-up at
C1D8 (cure 1, day 8) and C2D8 by telephone call by a medical oncologist. We report here the
observance of this professional practice and the clinical outcomes.
Abstract - Material and method
We carried out a retrospective study including all consecutive patients treated for early breast cancer
with Doc between February and April 2018. All data were retrieved (population, treatments, information
collected on D8, outcomes) from electronic health records, CHIMIO® software data, and
pharmacovigilance declarations. Diagnosis and intervention procedures were written before launching
the phone calls campaign.
Abstract - Results and discussion
Only women were included (N=177) with a median age at diagnosis of 54.6 years (range: [26-80] years).
These patients were treated for breast cancer in an adjuvant (75.1%) or neoadjuvant (24.9%) setting. A
total of 354 courses with Doc were analyzed. Doc was mainly administered as monotherapy (n=111,
62.7%) usually after cycles combining an anthracycline and cyclophosphamide, or in combination with
cyclophosphamide (n=28, 15.8%). The results at C1D8 and C2D8 are detailed in the table.
N0=177 patients
Successful phone calls
Fever
Diarrhea any / grade 3-4
Colitis
GCSF compliance
Dose reduction for the next course
Substitution of Docetaxel for
Paclitaxel for the next course
Hospitalization
Death

C1D8 (N1=177 patients)
n1=146 phone calls (82.5%)
74.6%
15.3%
23.4% / 1.5%
1.5%
99.2%
14.1%
4.0%

C2D8 (N2=165 patients)
n2=139 phone calls (84.2%)
69.1%
7.0%
14.9% / 0%
0%
97.0%
10.1%
1.1%

2.9%
0%

3.5%
0%

Abstract – Conclusion
Doc is sometimes poorly tolerated with mainly digestive side effects and some patients required
emergency hospitalization for cases of colitis. Severe gastrointestinal adverse events were observed after
C1 only, and led to clinically relevant dose and schedule changes. Systematic distant follow-up at D8
after the first course of docetaxel is warranted.
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Abstract - Introduction
Different studies have established the possible relationship between the development of immune-related
adverse effects in patients treated with immunotherapy with a greater clinical response. However, there
are discrepant results in studies on non-small cell lung cancer. The objective of this study is to analyze
the relationship between the appearance of immune-related adverse effects and the efficacy of treatment
with anti-PD1 drugs (nivolumab or pembrolizumab) in patients diagnosed with non-small cell lung
cancer (NSCLC).
Abstract - Material and method
Retrospective observational study conducted in patients with NSCLC and treated with nivolumab or
pembrolizumab over a two-year period (September 2019-September 2021). Overall survival (OS) and
progression-free survival (PFS) were analyzed as efficacy variables and were correlated with the
appearance or absence of immune-related adverse events (AEir).
Abstract - Results and discussion
We included 71 patients, aged 67.1 ± 10.54 years, most of whom were men (85.9%) and smokers/exsmokers (93%) who received pembrolizumab or nivolumab in first or subsequent lines of treatment.
28.2% presented some type of immune-related toxicity. Median overall survival (OS) for the total
population was 11.48 months (95% CI: 4.00-18.97). The OS in the subgroup of patients who presented
some type of AEir was 56.74 months (95% CI: invalid) versus 10.30 months (95% CI: 6.34-14.27) in
the subgroup that did not present toxicity, differences close to statistical significance (p=0.063).
Abstract - Conclusion
Patients treated with anti-PD1 who had some AEir present a higher OS with a tendency to statistical
significance. Studies with larger sample sizes are needed to confirm the true impact of immune-related
toxicity of immunotherapy on overall survival in NSCLC.

P019 Safety and efficacy of isatuximab in relapsed or refractory multiple
myeloma: A Meta-analysis of 11 Clinical Trials
H. Wang1,X. Ma1, N. Lin1, X. Ma1
Abstract - Introduction
Relapsed or refractory multiple myeloma (RRMM) is a malignancy of plasma cells which produce
excess monoclonal immunoglobulin. Despite of therapeutic advance, relapsed is inevitable. Isatuximab
is an anti-CD38 monoclonal antibody, playing antitumor activity through various mechanisms.
Recently, results from clinical trials demonstrated the efficacy of isatuximab and acceptable toxicity in
RRMM patients. A meta-analysis and systematic review were conducted to assess the efficacy and
safety of isatuximab in the treatment of RRMM, which was expected to aid evidence for future clinical
decision.
Abstract - Material and method
A systematic literature research was conducted in the Pubmed with the key words of isatuximab or
Sarclisa. The study characteristics, adverse effects, response rate and survival data were extracted for
analysis. The adverse events (AEs) and 95% CI in all-grade and grade 3/4 were calculated in fixed model
if I2 < 50%; otherwise, random model was used.
Abstract - Results and discussion
A total of 11 studies assessing the safety and efficacy of isatuximab monotherapy or isatuximab
combined with other therapies were included. In the treatment strategies of isatuximab monotherapy,
isatuximab combined with pomalidomide/dexamethasone, or isatuximab combined with other drugs,
the most frequent AEs were anaemia, lymphopenia, thrombocytopenia, leukopenia, and neutropenia.
The treatment response of isatuximab plus carfilzomib/dexamethasone demonstrated the highest overall
response rate (ORR) of 87% and clinical benefit rate (CBR) of 91%.
Abstract - Conclusion
Isatuximab is an efficient drug in relapsed or refractory multiple myeloma (RRMM) and is
recommended to combined with immunomodulatory drugs or proteasome inhibitor. However, the
hematologic disorder is common and regular blood test is essential during therapy.
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Abstract - Introduction
Through this work ,we want to study the transfusion practices in the oncology at the national center of
oncology in Nouakchott.We included 32 cancer patients who received a blood transfusion during their
hospital stay. Children under the age of 5 accounted for 42% of the study population. Acute leukemias
accounted for 35% of diagnosis ,nephroblastima 25%,lymphoma 19% and retinoblastoma 15%.Previous
transfusion was noted in 50% of children. The toxicity of chemotherapy was the main indication of
transfusion. The mean hemoglobin level was 6. This rate was less than 8g/dl in 88% of Patients
Abstract - Material and method
The study took place in the pediatric oncology service of the national center of oncology in Nouakchott.
It's the only care center of children with cancer in Mauretania with a of capacity 30 beds. This was a
study from August 1 to February 28 ,2022.The chemotherapies were adapted to the protocols of the
GFAOP(Franco-African group of pediatric oncology. The cures were administered in hospitalization
according to the protocols. A clinical and biological evaluation was performed .Indications for
transfusion of labile blood product has been established on clinical and biological criteria.
Abstract - Results and discussion
During the study period, we included 32 patients who received at least transfusion of blood product
regardless of the type of cancer or the length of their hospital stay. The average was 4 years with
extremes of 2 and 15 years. children under the age of 5 accounted 42%. patients resided in Nouakchott
in 60% of cases. The main types of cancer were :acute leukemias 35%, ,lymphoma 25% nephroblastima
19% and retinoblastoma( 15%).patients who received more than 3 labile blood product transfusions
accounted for 50%.The main clinical signs found were pallor (70%),tachycardia (32%) and
hemorrhage(15%). Haemoglobin levels ranged from 3 to 11g/dl. Haemoglobin was less than 5 g/dl in
48% of Patients. Anemia was normocytic in 32% and macrocytic in 8%. The leukocyte count was
between 1090 and 87700 cells/mm3 with an average rate of 11,500 cells/mm3.Leukopenia was present
in 28% of patients. The main indications for whole blood were bleeding or rupture of erythrocyte
concentrates.
Abstract - Conclusion
Blood transfusion must comply with compatibility and monitoring rules that engage the medico-legal
responsibility of the healthcare team. The majority of our patients were children under 5 years ,often
male .children children with leukemias and lymphoma were the most frequently transfused.
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Abstract - Introduction
Cisplatin is used to treat many solid tumors such as Osteosarcoma, Neuroblastoma, Hepatoblastoma,
and some brain tumors. It has many side effects; nephrotoxicity is a serious one. It leads to reducing the
cisplatin dose or stopping its administration. This study aimed to detect the incidence of cisplatininduced nephrotoxicity in pediatric cancer patients and associated aggravating factors.
Abstract - Material and method
a retrospective study where the data was collected from the Hospital Information System at Children's
Cancer Hospital Egypt (CCHE) 57357. We reviewed the files of pediatric cancer patients diagnosed
with Neuroblastoma, Osteosarcoma, Medulloblastoma, and Hepatoblastoma treated with cisplatin dose
≥50mg/m2 between January 2018 and December 2018. We assessed the incidence of nephrotoxicity
after each cycle, at the end of treatment, and one year after treatment. Nephrotoxicity was defined as
renal function decline characterized by creatinine clearance < 60 ml/min.
Abstract - Results and discussion
The study included 213 patients. Nephrotoxicity occurred between cycles in 40 patients (18.8%) (Pvalue 0.09) and at the end of treatment in 21 patients (11.5%) (P-value = 0.607). Cisplatin-induced
nephrotoxicity persisted during the 1-year follow-up, where it was reported in 16 patients (11.5%) (Pvalue 0.06). The younger age (<5years) was associated with a higher incidence of nephrotoxicity after
one year of treatment (P-value 0.009). The percentage of nephrotoxicity in younger patients was 18.6%
compared to 4.3% for the older age group after one year of treatment.
Abstract - Conclusion
Cisplatin-induced nephrotoxicity persisted during the 1-year follow-up. Long-term follow-up of patients
is mandatory for early detection of renal impairment. Younger age appears to be one of the risk factors
for nephrotoxicity one year after treatment. Further prospective studies are required to evaluate very
long-term renal dysfunction and factors affecting cisplatin nephrotoxicity.
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Abstract - Introduction
Anaplastic lymphoma kinase inhibitors (ALK-i) have been an important advance in the treatment of
non-small cell lung cancer (nSCLC) in patients (pts) with anaplastic lymphoma kinase (ALK)
abnormalities. Its introduction has led to the replacement of chemotherapy (CT), as a preferred option,
by ALK-i drugs, demonstrating an increase in the survival. Due to their high cost, it is important to know
the health outcomes of these drugs in routine clinical practice.
To evaluate the effectiveness and treatment cost ALK-i for nSCLC advanced, in routine clinical practice,
real word data.
Abstract - Material and method
A retrospective observational study is designed, which includes all pts treated with ALK-i from January
2016 to February 2022 for nSCLC, in a reference hospital in oncology that covers a population of
600,000 inhabitants in South of Spain.
The main variable is progression-free survival (PFS), other variables are treatment duration (TD),
overall survival (OS), treatment cost (TC) and demographic data of pts including mutational status that
justifies the use of ALK-i.
A Kaplan-Meier analysis is performed for PFS, TD and OS, and frequency analysis or with measures of
central tendency and dispers
Abstract - Results and discussion
Twenty-two pts (50% male) were included, seven pts were treated in a later line with another ALK-i
drug. The mean age was 56.5 y (σ=17.4). Eighteen treatments were performed with alectinib (ALE), 10
with crizotinib (CRI) and one with lorlatinib, of which 21 were in 1st, 7 in 2nd and one in 3rd line of
nSCLC metastatic. The ALK-i treatment was established by mutation in ALK in 20 pts.
The median follow-up of pts was 23.6 m. For all treatments, median TD was 14.7m. At the cut-off date,
all pts treated with CRI had completed their treatment while 11 pts on ALE continued with it.
The median PFS in all population was 20.2m, for ALE was 23.0m [95%CI: ne-ne] and 8.6m [95%CI:
0-19.5] for CRI, p=0.023. The median PFS by line was 18.7m for 1st and 15.3m for 2nd line, p=0.543.
OS values did not reach event number for analysis.
The total cost of ALK-i at the date cut-off was 1,332,569€ and the mean cost with ALK-i/treatment was
47,592€ (σ= 44,213). The mean of cost/month of treatment was 3,090€.
Abstract - Conclusion
The effectiveness results of ALK-i, in terms of PFS, are at least of equal magnitude to those obtained in
clinical trials, considering the number of patients included in our study. Treatment costs per patient,
being important, could be justified based on the clinical benefit obtained.
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Abstract - Introduction
Pembrolizumab is an immune checkpoint inhibitor targeting programmed cell death protein 1 (PD-1).
The introduction of this agent has significantly improved survival outcomes in metastatic non-small-cell
lung cancer (NSCLC) in clinical trials.
To review available evidence regarding effectiveness of pembrolizumab for NSCLC in real life
published in national pharmacy and oncology congress.
Abstract - Material and method
We searched in databases from 2019 to 2021 of Spanish Society of Hospital Pharmacy, Spanish Society
of Medical Oncology and Tendiendo Puentes Congress. The Keyword was pembrolizumab when
searching in different databases. The inclusion criteria were: studies about effectiveness of
pembrolizumab with or without CT in NSCLC. Two authors extracted data in duplicate. The information
collected was: study design, number of patients, baseline characteristics (age, gender, ECOG
Performance Status, PD-L1 expression), treatment (duration), median follow-up and outcomes PFS and
OS.
Abstract - Results and discussion
72 abstracts were identified, only 26 were included. 20 studies reported outcomes in another cancer type,
12 reported only safety/cost outcomes and 14 did not report any outcomes of interest. 25 were
observational retrospective studies and 1 prospective. The studies included a total of 804 patients:
substantial variation in number of patients was observed (range 8-86). Ranging age was from 60,5 to
69,1 years. Sex distribution was majority male, except for one study. Most patients had PS of 0 or 1. 13
studies reported PD-L1 expression like a PDL1>50%/PDL1>1%. 17 studies evaluated pembrolizumab
monotherapy and 5 pembrolizumab with CT, for 4 no data was registered. 10 studies reported number
of cycles (median 8,35;IQR: 9,63-4,94). Median follow up was reported in 7 studies (range 4,114months). Only 13 studies reported to have reached OS (median 12,9 months; IQR: 9,35-18,20). 22
studies reported to have reached PFS (median 7,1 months; IQR: 4,7-9,33). The most AE reported was
asthenia.
Abstract - Conclusion
There is extensive experience in the use of pembrolizumab in real life. Despite methodological
limitations and heterogeneity of the patients included in these studies, real life outcomes are not far from
those obtained in the pivotal clinical trials.
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Abstract - Introduction
Immune checkpoint inhibitors (ICPIs) have influenced considerable changes in treatment against certain
types of cancer. The medication stimulates the immune system to fight against cancer cells. ICPI therapy
can lead to inflammatory side effects, with specific treatment interventions, further leading to possible
delays, or even termination of therapy.
Abstract - Material and method
This single center retro- and prospective study was conducted at Landspitali Hospital, covering a one
year time period in 2019 and from January 1st to March 15th 2020, respectively. The study population
were adult cancer patients, who had received a minimum of one dose of ICPI therapy. Retrospective
data was collected through medical records, and prospective data with patients interviews by telephone
with a standard questionnaire. The main objectives were to document the indication and patient tolerance
to the ICPI therapy with regards to side effects and if any, how they were treated.
Abstract - Results and discussion
In total, 141 patients participated in the study, 94 retrospectivly and 47 prospectivly.
The most common indications for ICPI therapy in both studies were non-small cell lung cancer
(NSCLC) and melanoma.
In the retrospective study, the majority of the patients (64%) experienced a specific side effect, a total
of 120 instances. The most common side effects were thyroid disorders, dermatological reactions and
arthritis. Roughly 13% of patients had to stop therapy due to severe side effects (grade 3–4).
In the prospective study, nearly all patients experienced side effects (96%), a total of 369 instances. The
most common side effects were tiredness, shortness of breath and cough. Most patient reported side
effects were moderate (94%), with only 6% severe (grade 3).
In both studies, side effects were most commonly treated with the oral corticosteroid prednisolon.
Abstract - Conclusion
The results indicate that the vast majority of patients recieving ICPI therapy will experience side effects.
Generally, the side effects are moderate and manageable, with patients being able to continue ICPI
therapy. However, the side effects can be severe and resulting in discontunuation of therapy.
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Abstract - Introduction
The European Medicines Agency authorized the use of Trastuzumab deruxtecan (T-DXd) - a novel
antibody-drug conjugate - for third-line use in advanced metastatic HER2 positive breast cancer
(MHBC). It was made available as early as 2020 (open access) based on the results of the pivotal study:
the phase II “DESTINY BREAST 01” clinical trial. T-DXd has been conditionally approved for MHBC
in January 2021 pending the results of the phase III clinical trial. We aimed to study the efficacy and
safety of T-DXd in real clinical practice and to compare it to the results of the pivotal study.
Abstract - Material and method
In Mars 2022, a retrospective observational study was conducted including all patients with MHBC who
started T-DXd between October 2020 (open access) and December 2021. We extracted from the
computerized medical chart records (Orbis®) and the oncology-prescribing software (Chimio®) the
patients’ age and the characteristics of (i) the disease (year of diagnosis, metastasis), (ii) the treatment
prescribed (previous lines of treatment [LOT], the best response if a TEP scan was performed, safety,
cause of discontinuation and follow-up treatments).
Abstract - Results and discussion
We included 21 patients diagnosed between 2000 and 2021. The patients, mean age 56 years old [4172], presented brain (52%) and/or visceral (38%) metastases. T-DXd was initiated on average 6 years
[1-21] after the diagnosis, for a 4th metastatic LOT [2 -10]. Before T-DXd, 86% received pertuzumab,
95% received trastuzumab emtansine and none received tucatinib. Patients received 9 cycles [2 – 22] of
T-DXd. The disease-control rate (DCR) was 94% - 6% complete response, 41% partial response, 47%
disease stability. Tolerance was good: the most severe (grade 3 or higher) side effects were alopecia
(19%), thrombocytopenia (5%), nausea (5%), and asthenia (5%). No interstitial lung disease (ILD) was
reported. Dose reduction was necessary for 24%. 52% discontinued treatment: 38% due to disease
progression, one patient for intolerable nausea; two unrelated deaths. They were treated on average for
5.6 months [0.7-13.0]. The main follow-up treatments were palliative care (36%) or tucatinib (27%).
Abstract - Conclusion
In this real-life setting, compared to the pivotal study, patients presented more brain metastases (52 vs.
13%). We reported a precocious LOT (4th vs. 6th), and similar DCR (94% vs. 97%) and dose reduction
(24 vs. 23%). ILD has been monitored, but no patient developed one. T-DXd seems to be rather welltolerated in a median 4th LOT, with only one discontinuation for intolerance.
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Abstract - Introduction
CAR-T cells therapies marked a major advance in the management of haematological malignancies.
Since 2017, more than 250 patients have been treated with CAR-T cells at Saint-Louis hospital (Paris,
France). These advanced therapeutic medicinal products (ATMP) manufactured from patient
lymphocytes undergo a tight quality control between production and release. Sometimes, they do not fit
with specifications but still used for therapy according to ATMP Good Manufacturing Practices.
This study aims to draw an overview of the “out-of-specifications” (OOS) CAR-T cells managed at
Saint-Louis hospital.
Abstract - Material and method
Every CAR-T cells ordered and declared OOS at Saint-Louis hospital between January 1st, 2017, and
December 31st, 2021, have been collected. For each one, we analysed the type of pharmaceutical
product, the reason of the deviation, patient’s therapeutic project and administration decisions.
Abstract - Results and discussion
Over the studied period, 20/298 CAR-T cells doses were OOS (6.7%). They were produced for 16
patients out of the 265 treated ones (6%). Three OOS CAR-T cells (15%) were “back up doses” meaning
produced in addition to the initial dose, from the same leukapheresis, to overcome a problem on this
one. Reasons of deviation were cells viability (55%), product sterility (20%), expiration (10%), cells
count (5%) and laboratory manufactory failure (10%). In 6 cases, the manufacturers could not finalize
production so did not send drugs to pharmacy. Eleven (55%) OOS CAR-T cells were administered. Six
were OOS because of viability problem and 2 were expired (always back up treatments). Seven
administrations were a first injection and 4 were a second one. Over the first administrations, 3 (43%)
have been followed by another one. Among treatments received on site (14), 79% have been used.
Indeed, physicians approved cells viability as enough or that CAR-T cells were the last chance for
patients.
Abstract - Conclusion
Over the 4 last years, among total of CAR-T cells ordered, there has been a limited number of OOS
CAR-T cells. Most of the time, although that raises ethical and responsibility questions, oncology
specialists decide still to inject treatment because of patients’ advanced pathologies. Manufacturing
processes improvement may conduct to reduce OOS ATMP.
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Abstract - Introduction
Venetoclax, is a selective inhibitor of the protein B-cell lymphoma 2 (BCL-2). Its combinated with
obinutuzumab for the first line treatment of chronic lymphocytic leukemia (CLL) and with rituximab
for the patients who have received at least one prior therapy. As monotherapy, it is indicated in patients
with the presence or absence of the Del17q or mutation TP53 gene who also have failed previous
treatments. The aim of the study is to evaluate the prescription and clinical outcomes and safety of
venetoclax in CLL.
Abstract - Material and method
Observational, retrospective study including venetoclax prescriptions in CLL from September 2020 to
January 2022. Demographic and clinical data (age, sex, TP53 mutation, Del17q, Del13q and progression
to Ritcher) and treatment characteristics (previous lines, duration, dosage, chemotherapy association)
were collected. Effectiveness data (progression free survival (PFS) and overall survival (OS) were
analyzed using Kaplan-Meier analysis. Number, type and degree of adverse events (AEs) were collected
following WHO scoring system. All Data were extracted from the electronic clinical history.
Abstract - Results and discussion
10 patients (60% women) were included. The mean age was 66.10 years (IC95%:53-79.2), 70% had an
ECOG 0 at the beginning of treatment. 50% presented a Binet B stage and 40% Rai A. FISH cytogenetic
status was: Del13q (60%), IgHV mutation (69%), mutated TP53 (20%). The median number of prior
treatment lines was 1(RIQ:1). Two patients progressed with Richter's syndrome. Two patients
discontinued treatment, one due to unacceptable gastrointestinal toxicity (grade 3) and one due to
hematopoietic stem cell transplantation. Only 4 patients had an evaluable response: one patient presented
a complete response and 3 patients a partial response, in the rest of patients there was not enough time
to analyze the response. 80% received venetoclax in combination with rituximab (N=5) or
obinutuzumab (N=3). With a median follow up of 6.34 months (RIQ:3.1-10.4) median of OS and PFS
for the entire cohort have not been reached. Only one serious AE was observed.
Abstract - Conclusion
Venetoclax has proven to be an effective alternative in patients refractory to multiple lines of treatment.
It has a good safety profile. Studies with larger samples and a more heterogeneous population are
needed, in addition to longer follow-up time.

P028 Azacitidine and Nivolumab in relapsed/refractory
angioimmunoblastic T-cell lymphoma: a promising combination
E. Seguin1, C. Galon1, A. Bonnin1, L. Ricard1, C. Fernandez1, A.-C. Joly1, M.-T. Baylatry1, P.
Coppo1
1
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Abstract - Introduction
Angioimmunoblastic T-cell Lymphoma (AITL) is an aggressive lymphoma with poor prognosis, high
risk of relapse and limited therapeutic options. There is no standard treatment strategy for
refractory/relapsed (R/R) AITL. Some studies have reported the efficacy of 5-azacitidine (AZA). The
addition of programmed cell death protein 1 (PD-1) inhibitor may provide therapeutic benefit in AITL
where PD-1 expression is observed. No data was found about the use of this drugs combination in AITL.
In this report, we describe 2 cases of R/R AITL treated with AZA combined with nivolumab, an antiPD-1.
Abstract - Material and method
Cases reported from Haematology department. Data were collected from CHIMIO® software and
medical records.
Abstract - Results and discussion
Case 1: A 62-year-old woman had stage IV AITL diagnosed in April 2020. She received CHOP
chemotherapy (CT) as first-line treatment (May-August 2020; 6 cycles; partial response; relapse 6
months later), BV-ICE CT as second-line (February-March 2021; 2 cycles; disease progression) and
AZA plus nivolumab as third-line (March 2021). After 5 cycles, complete response (CR) was obtained
and allogeneic hematopoietic stem cell transplantation (AHSCT) was performed. She had CR with no
evidence of relapse till now.
Case 2: A 70-year-old man had stage IV AITL diagnosed in February 2021. He received 6 cycles of
CHOP CT as first-line (February-June 2021) and AZA plus nivolumab as second-line (October 2021).
After 5 cycles, he achieved CR and AHSCT was planned in March 2022.
In these 2 cases, AZA was administered subcutaneously (75 mg/m2/day, days 1 to 7, 28-day cycle) and
nivolumab intravenously (3mg/kg on days 1 and 14). The treatment was well tolerated and no reduction
dose was required.
Abstract - Conclusion
Our preliminary clinical data suggest that AZA and nivolumab combination has the potential to be a
safe and effective therapeutic option in patients with advanced stage R/R AITL even in elderly patients.

P029 Frequency of measuring body weight in (sub)populations of
patients with cancer treated with chemotherapy
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Abstract - Introduction
Chemotherapy is crucial in the treatment of patients with cancer. Most of the cytostatics are dosed on
BSA. Thus, to administer an appropriate chemotherapy dose, it is crucial to know the correct bodyweight
of a patient. However, evidence is lacking on how often, after initiation of a treatment, patient body
weight should be measured to adjust BSA. In this study, we aimed to assess the relevance of weight
measurements during chemotherapy treatment. In addition, we aimed to determine the optimal
frequency of body weight measurements in different subpopulations
Abstract - Material and method
In this retrospective, observational, cohort study patient data from Amsterdam UMC from 2018 and
2019 were obtained using a database query in the electronic health record system. We analyzed body
weight and body surface area (BSA) changes in adult patients undergoing chemotherapy treatment. The
frequency of and median time to an event were determined, where 10% BSA change was chosen as a
clinically relevant event. Data were analyzed using descriptive statistics, life table analyses and
generalized estimating equations
Abstract - Results and discussion
Data from 2276 patients were used for the analysis. The frequency of 10% or more BSA change, which
would result in a significant adaptation of prescribed doses, occurred in a maximum of 7,6% of the
patients, depending on the tumor type. Descriptive statistics showed that BSA changes of 10% or more
occurred only after 84 days. Significant BSA changes occurred earliest in lymphoma (3,5%), acute
leukemia (6,5%) and pancreatic cancer (7,6%) patients. Additionally, patients aged 18-20 years old with
any indication were more likely to have early significant BSA changes. Gender, smoking status, alcohol
consumption and treatment goal of curative/palliative were not associated with a significant increase of
10% or more BSA change.
Abstract - Conclusion
Our observations indicate that the current monthly weight measurements can safely be omitted. We
advise that during chemotherapy, measuring the body weight in patients under 20 years of age or patients
of any age who have acute leukemia, lymphoma or pancreatic cancer should be performed at least every
three months. For all other patients, this period may be extended to every 6 months.

P030 Therapeutic management of advanced Hodgkin lymphoma in
patients with pulmonary comorbidities
E. Seguin1, C. Galon1, A. Bonnin1, N. Stocker1, C. Fernandez1, A.-C. Joly1
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Abstract - Introduction
Hodgkin lymphoma (HL) accounts for 30% of all lymphomas. The standard of care in the first-line
treatment of advanced HL remains chemotherapy regimens containing bleomycin, a drug associated
with lung toxicity. Brentuximab vedotin (BV), an anti-CD30 antibody–drug conjugate, combined with
AVD (Adriamycin, Vinblastin and Dacarbazin) has been approved as a treatment for patients with
untreated CD30+ stage IV HL. No data (outside of clinical trials) were found on this use of BV-AVD
in routine clinical practice. In this report, we describe 4 cases of HL treated with BV-AVD as first-line
therapy.
Abstract - Material and method
Cases reported by the hematology department. Data were collected from CHIMIO® software and
medical records from 6/29/2021 to 3/21/2022.
Abstract - Results and discussion
Four patients (3 men, 1 woman, mean age 59 years 52-67, performance status 1-2) with advanced
HL (2 stage III, 2 stage IV, all CD30+) were treated with BV-AVD as first-line treatment. Two patients
had lung disease (1 HIV with a history of pneumocystis, tuberculosis and 1 emphysema) and 2 patients
had active smoking, a major risk factor for lung disease. Three complete responses and one partial
response were achieved, with no relapse to date. Treatment was well tolerated, with no pulmonary
complications, no BV-induced neurotoxicity greater than grade 1, and no neutropenia (G-CSF
prophylaxis). Although the drug is not reimbursed in this therapeutic indication in our country, our data
suggest that BV-AVD is an attractive first-line treatment option in clinical practice for patients with
advanced HL and risk factors for pulmonary complications, even in patients older than 60 years.
Abstract - Conclusion
Based on these results and in the context of the COVID pandemic, we redefined our therapeutic strategy
for the front-line treatment of advanced HL with the BV-AVD indication in patients with pulmonary
frailty.

P031 Real-world effectiveness and safety of pembrolizumab in patients
with non-small cell lung cancer: a retrospective observational study
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Abstract - Introduction
Pembrolizumab, a humanised immunoglobulin monoclonal antibody directed against the programmed
cell death 1 receptor, demonstrated robust efficacy and a manageable safety profile in clinical trials,
used as first-line therapy for advanced non–small-cell lung cancer (NSCLC). Aim and objectives: To
investigate the effectiveness and safety of first-line pembrolizumab for patients with NSCLCs in clinical
practice.
Abstract - Material and method
An observational, retrospective study was carried out, including patients with mNSCLC treated with
pembrolizumab in first-line, both in monotherapy, in patients with PD-L1 expression≥50% and in
association with chemotherapy (QT), in patients with PD-L1<50%, between 1/1/2017 and 1/1/2021.
Baseline patient characteristics were collected. To assess treatment effectiveness, the rate of complete
response (CR), partial response (PR), stable disease (SD), overall survival (OS) and progression-free
survival (PFS) was measured. Immune-related adverse effects (irAEs) were categorised.
Abstract - Results and discussion
The study included 62 patients with the following characteristics: mean age 67.44 years, majority of
men (77.42%), smoking history (47% former smokers; 45% smokers), adenocarcinoma (87%) and
extrapulmonary metastases (84%), no previous autoimmune disease or corticosteroids (58%
concomitant corticosteroids with treatment), ECOG/PS-1=50%, ECOG/PS-0=38% and ALK/ROS1/EGFR negative (89%), PD-L1≥50% (N=31), PDL-1<50% (N=27) and unknown (N=4). QT associated
was carboplatin+pemetrexed (90%) and cisplatin+pemetrexed (10%), with maintenance in 84% of
patients, with a median of 7.5 cycles and 6.52 months of treatment. Most patients discontinued treatment
due to progression (75.81%). A total of 64.6% of patients achieved response: 4 CR, 23 PR y 13 SD.
Median OS was 10.6 months (95%CI 8.2–13.05) and median PFS was 7.4 months (95%CI 4.6-10.3).
irEAs (N=164) were observed in 77.4% of patients (34% were grade≥2; none grade 4-5).
Abstract - Conclusion
The results of the present study suggest that pembrolizumab appears less effective in the real-life
population than in pivotal clinical trials. Longer follow-up is needed. Occurrence of irAEs during
treatment was acceptable. Several characteristics may have predictive value for effectiveness.

P032 Lung immune prognostic index to predict effectiveness of first-line
pembrolizumab in advanced non-small cell lung cancer
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Abstract - Introduction
Derived neutrophils/(leukocytes-neutrophils) ratio (dNLR) and lactate dehydrogenase (LDH) level have
been correlated with immune checkpoint inhibitors (ICI) outcomes. A lung immune prognostic index
(LIPI) that showed association with ICI outcomes was based on these 2 systemic inflammation
indicators (dNLR <3 and LDH > upper limit of normal (ULN)), characterizing 3 prognostic groups:
good, 0 factors; intermediate, 1 factor; poor, 2 factors.
Objectives: To investigate the applicability of LIPI to predict first-line effectiveness in advanced nonsmall cell lung cancer (NSCLC) with pembrolizumab.
Abstract - Material and method
An observational, retrospective study was carried out, including patients with mNSCLC treated with
pembrolizumab in first-line, both in monotherapy and in combination with chemotherapy (QT), between
1/1/2017 and 1/1/2021. Baseline patient characteristics were collected, as well as the pre-treatment LIPI
score of all subjects. To assess treatment efficacy, complete response (CR), partial response (PR), stable
disease (SD), overall survival (OS) and progression-free survival (PFS) were measured. The OS and
PFS obtained for each LIPI score were correlated.
Abstract - Results and discussion
The study included 62 patients with the following characteristics: mean age 67.44 years, majority of
men (77.42%), smoking history (47% former smokers; 45% smokers), adenocarcinoma (87%),
ECOG/PS-1=50%, ECOG/PS-0=38% and ALK/ROS-1/EGFR negative (89%), PD-L1≥50% (N=31),
PDL-1<50% (N=27) and unknown (N=4). Half of the patients received pembrolizumab alone and half
received pembrolizumab in combination with QT. Regarding LIPI, 26% were score 0 (good prognosis),
36% score 1(intermediate prognosis) and 27% score 2 (poor prognosis). Most patients discontinued
treatment due to progression (75.81%). A total of 64.6% of patients achieved response: 4 CR, 23 PR y
13 SD. In Kaplan-Meier analysis, median OS for good, intermediate, and poor groups was: not reached,
9.8months (95%CI 5.4-14.1) and 10.9months (95%CI,1.5-20.4) respectively, without statistically
significant (p=0.297). Worse PFS was observed in LIPI=2 but was not statistically significant (p=0.187).
Abstract - Conclusion
There were not OS or PFS differences in relation to LIPI score in our population although our study is
limited by the sample size. Studies with a larger sample size and longer follow-up time would be
necessary to obtain reliable results in this regard.

P033 Results in real clinical practice of atezolizumab in urothelial cancer
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Abstract - Introduction
Urothelial cancer is a major health problem due to its high incidence and mortality, accounting for about
3% of all cancer diagnosed in the world. The main objective of this study was To evaluate the
effectiveness and safety of atezolizumab in real clinical practice.
Abstract - Material and method
Retrospective observational study(July 2017-November 2019). Variables: age, sex, ECOG, stage,
number of previous lines of treatment. Evaluation of response classified as: complete response(CR),
partial response(PR), stable disease(SD) or progressive disease(PD) according to RECIST. Main
effectiveness variables: objective response rate(ORR) and overall survival(OS). Secondary variables:
progression-free survival(PFS), better overall response(BOR), duration of response(DR) and time to
response(TR). Safety: Adverse events(AE) classified according to CTCAE. Survival analysis: KaplanMeier method
Abstract - Results and discussion
18 patients were included, age 73(67-77) years; 72% male; 83% ECOG-PS 0-1; 100% stage III-IV. 89%
received a prior line of treatment. ORR was 22%(95%CI 11.3-34.6). Median OS and PFS were 4.1
months(95%CI 1.6-8.6) and 1.8 months(95%CI 0.7-15.1) respectively. In the subgroup analysis, no
variable showed significant correlation with survival.
BOR was PR in four patients(22%), SD in four(22%) and PD in nine(50%); in one patient the response
could not be assessed as he died before the imaging test could be performed. CR was not achieved in
any case.
The median DR was 4.2 months(1.5-13.4) and the median TR was 1.5 months(1.3-1.6).
Severe AE(grade ≥ 3) occurred in 33% of patients. In five patients treatment was discontinued due to
toxicity.
A post-hoc analysis of OS as a function of BOR was performed. When stratifying patients according to
PR, SD and PD statistically significant differences were obtained(p=0.02), however when analyzing
only PR and SD they did not differ(p> 0.1).
Abstract - Conclusion
In our population, atezolizumab had lower efficacy results than those obtained in the pivotal trials.
Although no patient obtained CR, 44% showed clinical benefit.
No variable showed significant correlation with efficacy variables.
It was generally well tolerated.
Therefore, studies with larger case series are needed to obtain statistical statistically significant and
clinically relevant results.

P034 Real-world use of carfilzomib in patients with relapsed or
refractory multiple myeloma
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Abstract - Introduction
Since its EU marketing authorisation, carfilzomib (K) has been an additional 2nd line treatment option
for patients with relapsed/refractory multiple myeloma (MM). The ENDEAVOR trial found an overall
survival increased in patients treated with K-dexamethasone (d) vs bortezomib (V)-d. ASPIRE showed
superior progression-free survival (PFS) with K-lenalidomide (R)-d compared to Rd and CANDOR
found prolonged PFS with K-daratumumab (D)-d vs Kd. To date, these three combinations have been
approved (Kd, KRd and KDd). This study aim is to better understand the real-world use of K in patients
with MM.
Abstract - Material and method
A retrospective analysis of all MM patients who received K between November 2021 and February 2022
inclusive was performed in our university hospital. Patients were selected using the oncologyprescribing software (Chimio®). Dates of birth, gender, cytogenetic, number of transplant, myeloma
treatment history, treatments combined with K and response after three months of K treatment were
collected from computerized medical chart records (Orbis®).
Abstract - Results and discussion
Forty-nine patients were included with a median age at first infusion of 67 years (range 32-88 years). K
was prescribed on average as 3rd line of treatment (2nd to 7th line). All patients were previously treated
with V, 90% of patients were exposed to an immunomodulatory drug, 80% to R with 74% of them
refractory to R. Half of patients were treated by D before K. All K were prescribed in combination and
65% of them were prescribed off-label. The main therapies were: Kd with an alkylating agent in late
therapies (20%, median 5th line), KDd (18%, median 3rd line) in patients previously exposed to an
immunomodulatory drug, Kd with a BCL-2 inhibitor (12%, median 3rd line) in patients with t(11.14),
K-pomalidomide (P)-d (10%, median 3rd line) in patients refractory to R and KDPd (10%) in 2nd line
in young patients (median 50 years). After 3 months of K, 28% of patients had a very good partial
response (VGPR), 67% a partial response, and 5% progressive disease.
Abstract - Conclusion
Our patients were more exposed to V and R before K than in the ENDEAVOR, ASPIRE and CANDOR
studies (V: 90% and R: 42% in CANDOR). Few K were prescribed according to the marketing
authorization. K showed very good results at 3 months of treatment: 95% of patients were in response,
one-third in VGPR. Nevertheless, our population was heterogeneous and included numerous
combination therapies.

P035 Analytical, non-clinical, and pharmacokinetic biosimilarity
assessment of EG12014, a proposed trastuzumab biosimilar candidate
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Abstract - Introduction
EG12014 has been developed as a biosimilar to trastuzumab (Herceptin®) to increase patient access to
trastuzumab for the treatment of HER2-positive breast cancer/metastatic gastric cancer. Analytical, nonclinical and clinical studies were conducted to evaluate the similarity between EG12014 and Herceptin®
in physicochemical and functional properties, in vivo pharmacokinetic (PK) and pharmacodynamic
(PD), and human PK properties, respectively.
Abstract - Material and method
Comparative analytical assessment performed using sensitive state-of-the-art techniques, included
primary structure and post-translational modifications, purity and impurity profiles, higher-order
structure, and biological properties related to target binding and effector functions. Early phase nonclinical PK and PD studies of EG12014 were conducted using two in vivo studies in mice. The PK
similarity of EG12014, EU and US approved Herceptin® (n=28 in each group) was assessed in a phase
I, randomised, single-dose, two-stage study in healthy male volunteers (NCT03180242).
Abstract - Results and discussion
EG12014 has the same amino acid sequence and similar purity/impurity and post-translational
modification profiles including glycosylation and charge distribution as EU- and US-Herceptin®.
Higher-order structure and biological activities related to target binding and effector functions were
similar. The finished EG12014 drug product had the same strength and a similar stability profile
compared to Herceptin®. Under in vivo conditions, EG12014 and Herceptin® displayed a similar tumor
growth inhibitory potential in the xenograft mouse model with BT-474 breast carcinoma cells. The PK
parameters, AUC0-t and AUC0-inf, were comparable between EG12014 and EU Herceptin® after a
single dose of 10 mg/kg in mice. In the phase I study in humans, PK similarity was demonstrated
between EG12014, EU- and US-Herceptin® as the geometric mean ratios (94.12% CI) of all three
comparisons for AUC0-inf, AUC0-t, and Cmax were within the predefined bioequivalence margin of
0.80–1.25.
Abstract - Conclusion
Based on the comprehensive comparative analytical similarity assessment, EG12014 was highly similar
to Herceptin® with respect to physicochemical, functional, and PK properties. A study in 807 patients
with early advanced HER2-positive breast cancer is ongoing (NCT03433313).

P036 Car-T: Two-Year outcomes with Axicabtagene Ciloleucel Cells
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Abstract - Introduction
Chimeric antigen receptor (CAR)- t cell theraphy is a innovative treatment for hematologic
malignancies.Nowadays, four different CAR-T are approved. The focus is on axicabtagene ciloleucel
cells used for treating diffuse large B-cell lymphoma (DLBCL) and primary mediastinal large B-cell
lymphoma (PMBCL).The aim is to analyze the effectiveness of axicabtagene cells in a small number of
patients in an overlapping period of time. The endpoints evaluated are complete response (CR)
progression disease (PD), cytockine release syndrome (CRS) and neurotoxicity.
Abstract - Material and method
We analyze CRS, neurotoxicity, CR and PD at 6-12-24 months during clinical follow-up (FU) of 10
patients treated from April to July 2020. Patients were also classified by age, sex,diagnosis, lines of
therapy and any subsequent lines of therapy. Of 10 patients analyzed (50% women and 50% men) with
an average age of 41.4 years (21-69),only three (30%)of these are affected by PMBCL while the other
7 (70%) are affected by DLBCL. Seven (70%)received 2 lines of therapy (one after ASCT), while 3
(30%) received at least 4 lines of systemic therapy. We collect the data from electronic medical records.
Abstract - Results and discussion
The PD and CR observed is respectively of 40% and 60%.
PD and CR divided by diagnosis are shown in the table below.

6 months
DLBCL
PMBCL
2 PD
1PD
1 EXITUS
1 EXITUS
4 CR
1 CR

OUTCOMES
12 months
DLBCL
PMBCL
1 PD
1 PD
1 EXITUS
4 CR
1 CR

24 months
DLBCL
PMBCL
1 EXITUS
4 CR
2 CR

The most serious and frequently adverse reactions were CRS (70%) and neurotoxicity(20%). Overall,
most patients had any‐grade cytopenias according to baseline laboratory values. CRS has been reported
in 2 patients with PMBCL and 5 with DLBCL, neurotoxicity has been observed in 1 patient with
PMBCL and 1 with DLBCL.Tocilizumab was used only in 5 patients after CRS.
At the end, the survival observed is superior than the pivotal studies, in fact 60% of patients are in CR.
Abstract - Conclusion
We supposed superior survival is due to rescue theraphy (transplant or treatment with
immunotherapy/bispecific antibodies)performed in 20% of them .The remaining patients experienced
PD within the second year.Only one patient is older than the medium age in the pivotal studies and he
shows high tolerability and CR.The incidence of CRS and neurotoxicity is in line with the pivotal
studies.

P037 A SINGLE EXPERIENCE WITH PALBOCICLIB TOXICITY
REQUIRING DOSE MODIFICATIONS AND ITS IMPACT ON THE
EFFICACY
M. Del Vecchio1, V. Ladisa1, F. Zelante1, E. Cataldo1, F. Chinotti1, C. L. Pantano1
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Abstract - Introduction
Palbociclib is a cyclin-dependent kinase (CDK) 4/6 inhibitors used in the treatment of patients with
HR+, HER2- breast cancer.
Clinical practice showed that myelosuppression is becoming increasingly recognized as a toxicity that
may lead to dose modifcation(DM).
The aim of the study is to evaluate the Drug utilization in real life contest focusing on all the adverse
events (EA), the time to onset of neutropenia and also characterize prescriber’s prefernce in modifying
palbociclib dosage in response to treatment-related toxicities
Abstract - Material and method
A court of 130 patients has been observed during the 2020-2021,29 of them have been overridden
because in 2019 reduced for neutropenia. Patients have been observed and noted during the counseling
and dispensing of the drug in order to build a medical database to investigate: drug utilization, possible
reduction (in time, number of reductions and therapeutic failure), progression disease (PD).
In addition, has been evaluate any adverse reactions during the tratment.
Abstract - Results and discussion
From the cohort of patients (pts) analyzed, 53 (52%) never reduced palbocilib, while 48(48%) had to
modify the dose; 33 of them (69%) require one reduction and 15 (31%), required 2 dose modification.
The tabel below shows further data:
Tot pts
Still treated
PD
Standard dose
53
21
32
First DM
33
14
19
Second DM
15
4
11
the analysis shows that average cycle of DM is 11,21 for the first reduction and 16.53 for second one.
We tried to relate how the DM impacts on PD, the mean progression cycle (MPC) without DM is 12.28,
while with one MD is 11.8 and with two MD is 15.
In addition, the onset of other adverse effects has been recognize such as: hepatic cytolysis, drug
intolerance, leukocytosis, haematological toxicity and fever.
Abstract - Conclusion
Data obteined by this proof of concept study are in line with pivotal trials. Further evaluation are
necessary. Infact, this study highlight how patient in PD after 2 DM is higher than patient in PD afeter
1 DM (73% vs 60%).
In order to confirm the results, a prospective study will be led using the drug utilization as a valid
instrument to collect real world data.
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Abstract - Introduction
Azacitidine (AZA), an hypomethylating agent, is recommended for myelodysplastic syndromes (MDS)
and acute myeloblastic leukemia (AML). Only the subcutaneous route (SC) is mentioned in the EMA
summary of product characteristics (SPC). In the FDA SPC, intravenous (IV) route is allowed and the
administration must be done within one hour of reconstitution. Discontinuing AZA therapy results in
rapid disease progression. The aim of this study was to analyze the use of IV AZA, an off-label practice
and restrictive because of the lack of stability, in a referral cancer center for adult hematology.
Abstract - Material and method
All patients treated with IV AZA since 2017 were included, without exclusion criteria. An extraction
was carried out using the prescription software and pharmaceutical validation of the chemotherapy
protocols (Chimio®, Computer Engeeniring) and the additional clinical information was recorded in the
patient file.
Abstract - Results and discussion
Twenty-five patients were included : mean age = 65 years [34-82]; sex ratio M/F = 0.39, diagnosis was
14 MDS, 10 AML and 1 chronic myelomonocytic leukemia. The median follow-up was 8 months
[0.2;23.1]. Patients received a median of 3 cycles [1;30] of IV AZA.
Among the 25 patients, 18 received SC AZA before the IV AZA (median of cycles SC = 2.5 [1;10]).
Among them, 15 switched for local reaction (only 4 received an allergo-dermatological advice), 2 for
thrombocytopenia and 1 without justification. Eleven patients (73%) who switched for local reaction
had no adverse events during IV treatment.
Seven patients directly received AZA IV: 4 for thrombocytopenia, 1 for skin contraindication and 2
without justification.
IV AZA was stopped for 21 patients (4 patients still treated) for progression or death (66.7%), returned
to the SC route due to removal of contraindications to IV route (19%) or for toxicity/poor tolerance
(14.3%).
Abstract - Conclusion
Local reactions, a frequent adverse effect described in the AZA SPC, were the main cause of switching
from SC AZA to the IV route. The IV route is an attractive and well-tolerated alternative to the SC route.
Our results demonstrate that the prescription of IV AZA should be supervised in order to harmonize
practices. A decision tree, in collaboration with the hematologists, is in progress.

P039 Gynecomastia in a male after Imatinib treatment for chronic
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Abstract - Introduction
Chronic myeloid leukemia is a myeloproliferative neoplasm treated with long-term tyrosine kinase
inhibitors (TKIs), including first-generation imatinib or second-generation TKIs (ie, dasatinib, nilotinib,
or bosutinib). Imatinib mesylate has been the standard therapeutic treatment for chronic myeloid
leukemia, advanced and metastatic gastrointestinal stromal tumor (GIST). It is well tolerated with mild
adverse effects. Gynecomastia development during the course of treatment has been rarely reported.
Abstract - Material and method
We hereby describe a case of imatinib associated gynecomastia
Abstract - Results and discussion
A 52 year old male, a nonconsumer of alcohol, diagnosed with chronic myeloid leukemia (CML) in
chronic phase, was started on tyrosine kinase inhibitor therapy. After 11 months of initiating treatment,
he presented with pain in both breasts. There was no history of decreased libido. On examination, he
had a mobile tender lump in evry breast. His gonadal and abdominal examinations were normal.
Investigations revealed normal renal and liver function tests. Hormonal analysis showed euthyroid
status, normal serum testosterone, and elevated estradiol level (72 pg/mL). Asonogram of the breasts
confirmed gynecomastia on both sides. A final diagnosis of imatinib associated gynecomastia was made.
Gynecomastia is reported to occur in patients with CML or gastrointestinal stromal tumors(GISTs). This
effect is probably due to either a reduction in testosterone or due to elevated estradiol levels[1].
Abstract - Conclusion
male patients who are to receive treatment with imatinib may be monitored for serum testosterone levels
and for other reproductive hormone profiles before initiation of the treatment and their breasts may be
examined during follow-up visits.

P040 Results after discontinuation of pembrolizumab in metastatic
melanoma or lung cancer patients: real-word experience
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M. Valero Domínguez
1

Cantabria, Spain

Abstract - Introduction
This single-cohort study analyzed the outcome of metastatic melanoma and metastatic non–small-cell
lung cancer (NSCLC) patients who discontinued therapy with pembrolizumab after 24 months of
treatment, after durable response or/and treatment limiting toxicity (TLT) in the absence of progression
disease (PD) in a real-world population.
Durable response was defined as absence of PD in more than six months.
Abstract - Material and method
We described results of therapy discontinuation in patients with mm or NSCLC who started
pembrolizumab monotherapy from January 2015-November 2020. We collected response dates data
from January 2015-January 2022.
Baseline characteristics obtained from medical history records were: sex, age, diagnosis, treatment line,
duration of treatment, tumour responses, reasons for discontinuation, duration of response.
According to criteria Immune-Response evaluation criteria in solid tumors (iRECIST), response was
classified as: complete response (CR), partial response (PR), stable disease (SD) and PD.
Abstract - Results and discussion
353 patients received at least one dose of pembrolizumab. 24 (18 men) discontinued pembrolizumab in
the absence of PD or due to treatment limiting toxicity (durable response (17) and adverse events (7)).
Median age was 67,8 years (55,8- 81,8).
Diagnosis were NSCLC (22) and mm (2). Pembrolizumab was used as first-line treatment in 19 cases
(2 mm, 17 NSCLC), second-line in 3 cases and further lines in 2 cases.
Median time on treatment was 23.4 months (4.3–26.1). The best objective tumour response at the time
of treatment discontinuation was CR in 6, PR in 16 and SD in 2 patients.
Most common reasons for treatment discontinuation were durable response (17) and adverse events (7).
After a median follow-up of 14.9 months (5.1–42.6) following treatment discontinuation, 75% of
patients remained free of progression.
Two out of six patients with progression were retreated with pembrolizumab. One of them had a relapse
at 4 months and the other continues on active retreatment (since Sep. 2020).
Abstract - Conclusion
Among our population, we found that there is a durable remission after discontinuation of
pembrolizumab and a low incidence of relapse after a median follow-up of more than one year from
discontinuation.

P041 Daratumumab, Lenalidomide, and Dexamethasone for relapsed
and refractory Multiple Myeloma: Progression free results from a real
life analysis
M.E. Uda1, M. Rivano1, V. Scintu1, A.G. Carrucciu1, P. Serra1, A. Liguori1, D. Derudas1
1
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Abstract - Introduction
Daratumumab is a human IgGκ monoclonal antibody that targets CD38, which is highly expressed on
myeloma cells and other hematopoietic cell types. Daratumumab has shown efficacy in combination
with standard-of-care terapies. On the basis of these findings, Daratumumab was approved in
combination with lenalidomide and dexamethasone (DRd) for the treatment of patients with relapsed
and refractory multiple myeloma who have received at least one prior therapy. The aim of this
observational was to report clinical outcome in terms of Progression Free Survival (PFS) analysis in
subgroups of patients.
Abstract - Material and method
Between 14 May 2018 and 31 December 2021, 79 patients with relapsed and refractory multiple
myeloma were eligible to be treated with daratumumab (16 mg/kg body weight) associated with
lenalidomide and dexamethasone (4-week cycle dosing regimen). Clinical data, as the age, the
International Staging System (ISS), prior line therapies, the number of cycles, treatment duration and
outcome were collected from electronic medical records. PFS, defined as time from assignment to
disease progression or death from any cause, was calculated in patient and performed using R Software.
Abstract - Results and discussion
This investigation showed preliminary results for 79 adult patients affected by multiple myeloma (of
which 50% are male, and the 49% are female). The mean age was 69 years-old, the mean weight was
65 kg and the mean daratumumab dose per patient was 1044 mg. The ISS was equal to I in the 41%, II
in the 31% and III in the 26% of the patients. Of the patient, 10% received three or more prior lines of
therapy, 18% two prior therapies, on the contrary the 72% received only one prior therapy before starting
DRd. Moreover, the 24% received a previous treatment with lenalidomide alone or in combination (as
lenalidomide and dexamethasone, Rd, or lenalidomide, carfilzomib and dexamethasone, KRd). The
median number of cycles was equal to 12 and median observation period was 11 months. The median
PFS was 33.5 months.
Abstract - Conclusion
These analysis demonstrated, through real-life data, the effectiveness of DRd and a significant PFS
benefit among patients with relapsed or refractory multiple myeloma. The result of median PFS was
similarly estimated in Pollux Trial. Interesting, the dose calculated in the cohort of patients is lower than
the flat-dose (1800 mg) of the subcutaneous formulation of daratumumab recently approved.

P042 REAL WORLD EXPERIENCE OF PALBOCICLIB AND
RIBOCICLIB IN COMBINATION WITH FULVESTRANT OR WITH
LETROZOLE IN THE FIRST-LINE TREATMENT OF METASTATIC
FEMALE BREAST CANCER HER 2
N. Pagnotta1, F. Ferrante1, D. Mastroianni1, P. Gagliardi1, E. Rea1, G. Battista Di Nardo1, C.
Papetti1
1
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Abstract - Introduction
Breast cancer is the most frequent cancer in our country. With 54,976 new diagnoses in a year, this
tumor represents in fact 30.3% of cancers affecting women and 14.6% of cancers diagnosed. In 2017
both Palbociclib and Ribociclib were introduced to the market in our country. Palbociclib is indicated
for both female and male her2- breast metastatic cancer while ribociclib is indicated only for women.
The objective is a comparison between two cyclin-dependent kinase 4 and 6 inhibitors ribociclib and
palbociclib used in the first-line treatment of metastatic or locally advanced hormone receptor.
Abstract - Material and method
Retrospective study from August 2019 to September 2021 using as a database our nation's Drug
Agency's web-based platform of drugs subject to registry monitoring to consult the precriptions of
Ribociclib and Palbociclib.
We applied the PICO method to compare first palbociclib and ribociclib in combination with fulvestrant
and then with letrozole to obtain data of the costs and effectiveness of this treatments based on the rate
of progressions of patients treated in our hospital.
Abstract - Results and discussion
14 patients were treated with ribociclib: 36% (n=5) progressed, 64% (n=9) continued treatment. None
of the patients in combination with fulvestrant (n=3) progressed, 45% progressed (n=11) with letrozole.
For each patient the cost of ribociclib is 1764€ per month.
24 patients were in treatment with palbociclib: 55% (n=13) progressed, 45% (n=11) continued treatment.
60% progressed in association with fulvestrant (n=15) and 44% progressed in association with letrozole
(n=9). For each patient the cost of palbociclib is 1440€ per month. The retrospective study showed that
ribociclib costing 10% more than palbociclib. Comparing palbociclib and ribociclib in combination with
fulvestrant, we found that 60% of patients treated with palbociclib progressed and 0% of patients treated
with ribociclib progressed (p= 0,031). Comparing palbociclib and ribociclib in combination with
letrozole, the rate of patients progressing with both drugs is comparable (45% ribociclib vs 44%
palbociclib) (p=0,026)
Abstract - Conclusion
Ribociclib may be considered a better treatment choice in terms of efficacy than palbociclib in
combination with fulvestrant, however, in combination with letrozole, palbociclib should be considered,
given also the lower cost compared to ribociclib, the most appropriate treatment choice to ensure access
to treatment for more patients.

P043 Durvalumab as consolidation therapy in locally advanced
unresectable non-small cell lung cancer patients
R. Tamayo Bermejo1, J. C. Del Río Valencia1, B. M. Rodríguez1
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Abstract - Introduction
Most patients with locally advanced, unresectable, non–small-cell lung cancer (NSCLC) have disease
progression despite definitive chemoradiotherapy. Durvalumab as monotherapy is indicated for the
treatment of locally advanced, unresectable NSCLC in adults whose tumours express PD-L1 on ≥ 1%
of tumour cells and whose disease has not progressed following platinum-based chemoradiation therapy.
To assess the efficacy and safety of durvalumab as consolidation therapy used in patients with locally
advanced, unresectable NSCLC.
Abstract - Material and method
Observational and retrospective study carried out between January-2018 and January-2022. Patients
with locally advanced, unresectable NSCLC undergoing treatment with durvalumab were included.
Demographic variables analyzed: age and sex; clinical variables: Stage, previous treatment-line, dose,
performance status according to the scale (ECOG). Efficacy endpoints were overall survival (OS) and
progression free survival (PFS) assessed by RECIST criteria and analyzed by Kaplan-Meier curves.
Adverse reactions were assessed (CTCAE v4.3 criteria) as well as interruption and suspension of
treatments.
Abstract - Results and discussion
14 patients were included and 57.14% (8) were stage IIIA. 78,57% (11) were men and mean-aged
patients 62,57±7,2 years. 50% (7) of them were ECOG-1 and 100% ex-smokers. The most frequent
chemotherapy used was cisplatin-vinorebine plus concurrent radiotherapy, followed by carboplatinpaclitaxel plus concurrent radiotherapy. The median dose of durvalumab was 720 mg (600 mg-960 mg).
Median OS and PFS wasn´t reached in our cohort after 27,45-month median follow-up. 50% (7) patients
have completed the one-year consolidation therapy and still maintain their response and good quality of
life. Of those who did not complete the year of treatment, only 1 patient is still alive. None of the
deceased completed the year of treatment (median survival 13,28 months).
The most prevalent adverse events were asthenia 57,14% (8) suffered from it, immune-related
pneumonitis 35,71% (5) which required interruption in two cases, immune related dermatitis 28,57%
(4), cough 28,57% (4) and dyspnoea 21,43% (3).
Abstract - Conclusion
Median follow-up far exceeds the median for the PACIFIC phase-III clinical trial (PFS: 17.2 moths). A
correlation is established between the patients who complete the consolidation treatment and the long
survivors.
Durvalumab has a favourable safety profile and is well tolerated; a large percentage of patients present
adverse reactions, but these are not serious.

P044 Managed of persistent and refractory thrombocytopenia following
haematopoietic stem cell transplant
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Abstract - Introduction
Persistent thrombocytopenia following haematopoietic stem cell transplant(HSCT) is one of the most
common complications observed after the procedure that can lead to increased morbidity and mortality
in HSCT recipients. Romiplostim and eltrombopag are currently available thrombopoietin receptor
agonists(TPO-RAs) that stimulate platelet production and could be an alternative treatment for persistent
and refractory thrombocytopenia. This retrospective study assessed the effectiveness of TPO-RAs in
severe and persistent thrombocytopenia after HSCT and analized any predicted response factor.
Abstract - Material and method
This is a retrospective, single-center and observational study of patients that received a HSCT during
2014 to 2020 and suffered a persistent thrombocytopenia that no responded to another treatment after
HSCT and were treated with a TPO-RA.
Abstract - Results and discussion
A total of 25 patients received a TPO-RA post HCT, 40% due to poor graft function or primary graft
failure and 60% because of secondary failure of platelet recovery. The TPO-RA treatment was started
at the median time from HSCT of 151 days (range 106-228), the median dose of eltrombopag was 100
mg (1 patient) and 132 mg (100-258 mg) for romiplostim. Hematological response to (platelets
>50.000x106/L) was seen in 5/8 patients (64%) and became platelet transfusion independent. The
median time to response was 35 days (28-124). In 62% of responders the response to TPO-RA were
sustained (>12 semanas) after stop the treatment and without platelet transfusion. Positive predictors of
response with a faster response were: secondary failure of platelet recovery, starting TPO-RA treatment
at least 100 days after HSCT and platelet recovery (>20.000x106/L) on day +28 post-HSCT. The
responses were sustained in most patients (in 9/12 patients) who received a CD34+ dose at transplant
>4× 106 /kg.
Abstract - Conclusion
These results suggest that TPO-RA could be an alternative treatment for persistent thrombocytopenia
post HCT, although more prospective randomized studies are needed with a larger number of patients
that lead us to a definitive conclusion about their effectiveness.

P045 Good response to cemiplimab for metastatic cutaneous
squamous-cell carcinoma in patient with ulcerative pancolitis
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Abstract - Introduction
Cemiplimab as monotherapy is indicated for the treatment of adults with locally advanced or metastatic
cutaneous squamous-cell carcinoma (CSCC) who are not amenable for surgery or curative radiotherapy.
This medicine received a conditional marketing authorisation based on the results of a phase II clinical
trial, waiting for the holder to provide comprehensive clinical data at a later stage.
We report a case of a patient who suffers from CSCC and immune-mediated disease treated with
cemiplimab.
Abstract - Material and method
This was an observational retrospective study of the use of cemiplimab in a 67-years-old man diagnosed
with CSCC and ulcerative pancolitis.
The patient was diagnosed with neck and scalp CSCC in April-2014, who suffered from some
comorbidities: ulcerative pancolitis and chronic lymphocytic leukaemia (CLL). The CSCC was resected
completely in May 2014 and received adjuvant radiotherapy, but in September 2016 he suffered from
an unresectable recurrence. He received cisplatin-fluorouracil and subsequent radiotherapy. Partial
response was achieved, being suspended after 5 cycles due to toxicity.
Abstract - Results and discussion
After local recurrence, he was operated on in September 2017. He presented new local progression in
September 2019, ruling out surgery. He started 2nd-line on cetuximab-paclitaxel in December 2019,
achieving stability of disease. New progression was observed by CT-scan in July 2020.
He started on cemiplimab, 350 mg every 21 days, in September-2020. And he continued being treated
with oral mesalazine and leukapheresis, compatible with immunotherapy treatment. After 2 cycles, a
new CT scan was done, observing partial response. The CT scan continue revealing disease stability at
6,9,12 and 15 months.
The patient has received 25 cycles of cemiplimab for 19 months under Expanded Access Program
processed by his pharmacist.
As to side effects, this patient suffered from panniculitis after the first cycle, he required dosing delay
and treatment with systemic corticosteroids. Treatment was resumed when the toxicity was reduced to
grade 1. Other toxicities myalgia grade 1, and mild pneumonitis.
Abstract - Conclusion
Cemiplimab has showed that it is an easily tolerable treatment option with excellent response, achieving
to stability of disease for this patient with metastatic CSCC without other treatment options. Cemiplimab
did not cause worsening or relapse of pancolitis or CLL. Although pneumonitis usually occur with
immune checkpoint inhibitors, close follow-up of immuno-related reactions is recommended.

P046 Real-world clinical practice of first-line palbociclib use in
metastatic hormone positive HER negative metastatic breast cancer and
comparative with the PALOMA-2 trial
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E. Prado Mel1, MD. Vega Coca1, R. Jiménez Galán1
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Abstract - Introduction
Endocrine therapy (ET) plus palbociclib, which is a cyclin-dependent kinase 4/6 inhibitor (CDK4/6i),
is used in advanced breast cancer (ABC) with hormone receptor-positive and HER-2 negative
(HR+/HER2-) in first line because it improves progression-free survival (PFS), and overall response
rate (ORR). Overall survival (OS) data from PALOMA-2 have not yet been reported.
This study aims to assess the effectiveness and safety of palbociclib in combination with an aromatase
inhibitor such as letrozole or fulvestrant as first-line treatment based on real-world clinical practice.
Abstract - Material and method
A retrospective study was carried out of palbociclib with ET in HR+/HER2- ABC patients who received
treatment between June 2016 and April 2022 in an University Hospital in Seville, Spain. Progressionfree survival (PFS) and OS were the primary end-points. Adverse events were also analyzed. Clinical
data were recorded from electronic medical charts and electronic laboratory data. Survival analysis was
performed using the Kaplan-Meier method. The median OS and PFS were estimated.
Abstract - Results and discussion
Eighty-nine patients were included. The main baseline characteristics include: a median age of 61 years
and 94% were postmenopausal women. 34.9% of the patients had performance status (PS) 0 and 59.3%
PS 1. 90,9% of the patients had less than three metastatic sites and 36% had bone-only disease.
Palbociclib was associated with fulvestrant in 49.4% and 50.6% with letrozole. The median PFS was 30
months (vs 27.6 months in PALOMA-2) and the median OS was 51 months (unknown in PALOMA-2)
in the first line setting. The end of treatment was due to disease progression in 52.8% of the patients and
toxicity in 7.9%. Regarding safety, 71.7% of patients develop neutropenia (79.5% in PALOMA-2), of
which 66.2% were grade 3-4 (66.6% in PALOMA-2). Other adverse events were asthenia (46.7%),
diarrhea (8.7%), nausea (8.7%), leucopenia (10.1%), thrombocytopenia (5.6%), alopecia (9%). Half of
the patients did not require dose reduction, 25.8% of the patients needed one reduction, and 23.6% two.
Abstract - Conclusion
The effectiveness of palbocilib with ET in HR+/HER2- ABC patients in this real-world setting is in
consonance with the efficacy reported in the PALOMA-2 trial. The study also shows OS median data,
yet unknown from the PALOMA-2 trial. A similar neutropenia rate, worse asthenia, but in general an
even better safety profile was observed than that reported in the PALOMA-2 trial.

P047 Pembrolizumab as first-line treatment for metastatic non-small cell
lung cancer: analysis of survival in real life
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Abstract - Introduction
Conventional chemotherapy-based treatments for non-small cell lung cancer (NSCLC) offer a poor
prognosis, with low 5-year survival rates. Immunotherapy has been a therapeutic revolution, as it has
drastically changed the prognosis and increased survival. Pembrolizumab, based on the results of phase
III clinical trials with a median survival of about 25 months, is a therapeutic option for the first-line
treatment of PD-L1-positive tumors (monotherapy if PD-L1>50% or associated with chemotherapy if
<50%). The aim of the study is to determine the overall survival of our patients in real life.
Abstract - Material and method
Observational, retrospective study between January 2018-December 2020. Patients>18 years with
diagnosis of stage IV NSCLC, adenocarcinoma and squamous cell carcinoma types, without activating
mutations and positive PD-L1, who initiated pembrolizumab in first line of treatment(monotherapy or
combined with chemotherapy depending on PD-L1 expression) were included.ECOG0-2. A descriptive
and a overall survival analysis (measured from the start of treatment to death from any cause) were
performed. Kaplan-Meier method and log-rank test were used to obtain the survival curves and subgroup
comparisons
Abstract - Results and discussion
42 patients were recruited, 88.1% men, mean age 65.3±9.0 years. 88.1% adenocarcinoma histology,
76% ECOG 1, PD-L1>50% in 45% of patients and 62% started immuno-chemotherapy.
With a median follow-up of 12.43 months, the median survival for PD-L1>50% population was 26
months; CI95% (16.8-35.1) and for PD-L1<50% population it was not reached as the necessary number
of events did not occur. In the global population of the study, 85.7% remained alive at 6 months; CI95%
(71.5-94.6) and at 12 months 55.7%; CI95% (47.8-80.9).
Abstract - Conclusion
Our patients with PD-L1>50% treated with pembrolizumab monotherapy have a median survival of 26
months, similar to data from pivotal Keynote 024 trial. In the population with PD-L1 <50%, we have
not reached the number of events to be able to determine the median survival, it will be necessary to
extend the follow-up time.

P048 Adverse events comparison : CAR-T cells versus bispecific
antibodies
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Abstract - Introduction
The past decade has witnessed huge steps forward in treatment of lymphoma, leukemia and myeloma
with development of targeted therapies such as bispecific antibodies (BsAb) and chimeric antigen
receptor (CAR)-T cells (CTC). Although this breakthrough treatment has produced remarkable clinical
responses and new therapeutic options for patients, severe life-threatening toxicities mainly cytokine
release syndrome (CRS) still limit use safety. This study will compare the frequency, severity and
management of CRS in patients treated with CTC versus BsAb one.
Abstract - Material and method
A monocentric retrospective record has been undertaken between January 31 2021 and January 31
2022. 31 eligible patients had a history of CAR-T or BsAb treatment. Data were extracted from
medical records and biological data. Record was led after CTC first injection and during the first cycle
of BsAb. Qualitative data (Number of CRS, Grade III CRS, tocilizumab and corticosteroid use,
neurotoxicity, hematotoxicity and other adverse events) were analyzed by Khi² test or exact Fisher
test. Quantitative data (appearance time) were analyzed using the Wilcoxon Mann Whitney non
parametric test.
Abstract - Results and discussion
CTCs induce significantly more (n=28; 90.32%) CRS than BsAb (n=18; 58%) (p =0,008, Khi² test).
The severity is non statistically significant (NSS) different (n=3; 9.5% versus 0% of minimum grade
3). CRS management required more frequent use of corticosteroids for CTC (n=19; 61% vs n=9;
35.5%) (NSS, unilateral exact fisher test) and tocilizumab (n=26; 84% vs n=11; 35.5%; p=0.02 Khi²
test). The time to onset was similar, with a mean of 3.5 days (NSS p=0.26). No patient on BsAb
showed neurotoxicity, unlike CTC (n=14; 45%, p<0.001 Khi² test). There was no significant
difference of hematotoxicity between CTC (n=10; 34.5%) and BsAb (n=7; 22.5%). CTC induce few
other adverse effects (AE) (n=7; 21% p=0.004 Khi² test), while 61% (n=19) of BsAb presented some
such as skin toxicities, capillary leakage syndrome, headache, hypoxia, hepatic cytolysis.
Abstract - Conclusion
BsAb use in hematologic disease treatment induces less CRS and neurotoxicity than CTC. Other
studies on BsAb use in solid tumor treatment (Yu S. & al. 2017) also suggest less toxicity. Sponsors
required BsAb CRS follow-up as strong as CTC in the first cycle. In our experience, a case of grade
IV CRS was reported 6 weeks after first BsAb injection which modified CRS management perception.
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Abstract - Introduction
Bladder cancer accounts for about 3% of all cancers diagnosed worldwide. The survival rate in
metastatic disease is very low. The aim of this study is to review the treatments used in metastatic bladder
carcinoma and to analyze their effectiveness and safety.
Abstract - Material and method
Patients diagnosed and treated for metastatic bladder carcinoma from January 2019 to December 2021
were registered. Age, sex, first and successive lines of treatment were collected. Progression-free
survival (PFS) and overall survival (OS ) were used to determine effectiveness. For safety, the main
adverse reactions (AR) were collected.
Abstract - Results and discussion
Patients treated during the study period were 70 patients.(48 men, 22 women). The mean age was 69
years. Gemcitabine with cisplatin or carboplatin were used as first line treatment. Gemcitabine plus
carboplatin was used in 40 patients (57%) and gemcitabine plus cisplatin in 27 patients (39%). 3 patients
used gemcitabine monotherapy (4%). The average number of cycles received was 4 cycles. 36
patients(52%) were referred to palliative treatment and 34 patients(48%) were treated with a second
line.23 patients(68%) were treated with atezolizumab and 11 patients (32%) with vinflunine.The average
number of cycles received were 9 with atezolizumab and 2 cycles with vinflunine.The PFS achieved
with Atezolizumab were 5 months and OS were 9 months.The PFS with vinflunine were 2 months and
OS were 6 months.The AR with atezolizumab were grade 1:Asthenia in one patient and edema in
another. With vinflunine were grade1 constipation in one patient,hypocalcaemia, hypomagnesaemia,
pancytopenia in another.
Abstract - Conclusion
The majority of diagnosed patients are treated with a first line of treatment but few patients go on to a
second line.
The second line was mainly with Atezolizumab. The PFS and OS data, although modest, are better than
those achieved with vinflunine. These treatments are well tolerated with few adverse reactions. There
was no dose reduction or discontinuation of treatment in any patient.

P050 Effectiveness and safety of durvalumab for advanced non cell lung
cancer
L. Ulacia Epelde1, A. Ros Olaso1, I. Beristain Aramendi1, J. Boo Rodriguez1, T. Gonzalez Fernandez1,
G. Lizeaga Cundin1, M. Josune Garcia de Andoin Barandiaran1, G. Lopez Arzoz1, A. Eceiza Diez1, C.
Andueza Granados1, M. Pilar Bachiller Cacho1
Hospital Universitario Donostia, Begiristain Doktorearen Pasealekua, San Sebastian (Gipuzkoa),
Spain

1

Abstract - Introduction
Durvalumab in monotherapy is authorised in the European Union for the treatment of locally advanced,
unresectable non-small cell lung cancer (NSCLC) whose tumors express Programmed Death-Ligand 1
(PD-L1) ≥ 1% of tumour cells and whose disease has not progressed following platinum-based
chemoradiation therapy (CRT).
The aim of the study was to evaluate the effectiveness and safety of durvalumab in the treatment of
locally advanced, unresectable NSCLC in clinical practice in a tertiary care hospital.
Abstract - Material and method
An observational retrospective study was conducted. Patients with advanced NSCLC treated with
durvalumab between February 2019 and September 2021 were included. Variables included were sex,
age, histology, stage, ECOG, PD-L1 expression, previous treatment, time from the end of CRT and the
initiation of durvalumab and number of durvalumab cycles received. Effectiveness was evaluated as
progression free survival (PFS) rate and mortality rate 18 months after the initiation of therapy with
durvalumab. Safety was analyzed collecting adverse reactions (ARs), delayed treatment and suspension.
Abstract - Results and discussion
14 patients (3 women, 11 men) were included, 4 of them through the expanded access programme. Mean
age was 65 years(44-76). Histology: adenocarcinoma 11 (78, 6%), squamous 2 (14,3%) and others 1
(7,1%). The stage: III-A 7 (50%), III-B 6 (42,9%) and III-C 1 (7, 1%). All the patients had ECOG 0-1.
PD-L1 was expressed in all cases, being > 50% in 8 (57,1%).The first-line treatment was platinumbased CRT for all patients. Mean time from the end of CRT and the initiation of therapy with durvalumab
was 44 days (19-95). Median Durvalumab cycles received were 22 (4-26). The 18-month PLS rate was
85,7% and the mortality rate was 0%. ARs occurred in 10 (71,4%) patients. The most frequents:
hepatobiliary (28,6%), endocrine (28,6%), renal (21,4%) and musculoskeletal disorders (14,3%) and
asthenia (14,3%). 5 patients (35,7%) had to delay the cycle due to toxicity ≥ grade 2. 4 (28,6%)
discontinued therapy. Reasons: progression 2, pneumonitis 1 and deterioration of the general condition
in 1.
Abstract - Conclusion
In our population PFS rate during the 18 months after initiation of durvalumab was higher in comparison
with the pivotal trial (85,7 vs. 49,5). Adverse events were consistent with those reported in the PACIFIC
study. Nevertheless, a study with a larger sample would be necessary to verify the results.

P051 Impact of Covid-19 in patients with multiple myeloma who are
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Abstract - Introduction
Recent studies have shown an increased risk of covid infections in patients with multiple myeloma
(MM) compared to patients without MM, a reduction in the number of new diagnoses of MM in 2020
compared to 2019 as well as a decrease in the survival of newly diagnoses patients.
The general objective of this study was to analize the posible impact of covid-19 pandemic in the
treatment plan for patients with MM who are candidates for autologous hematopoietic stem cell
transplantation (HSCT).
Abstract - Material and method
All patients with MM who received autologous HSCT in our hospital between March 2020 and October
2021 has been included in the study. This period coincides with the beginning of the confinement for
covid-19 in our country and the date of which 88,4% of the popultion over 12 years of age had received
the complete vaccination schedule at that time according to oficial data.
Patient demographics, disease-related variables were obtained from the patient´s medical record. On the
other hand, treatment-related variables were collected from the e-prescription program.
Abstract - Results and discussion
A total of 13 patients were undergoing induction treatment or underwent autologous HSCT during the
study period, 62% were men. The median age of the patients was 55 years (30-69). Almost all patients
(92,3%) were affected in some way the planned treatment. The reasons were the folowing: the induction
treatment had to be prolongued in 5 patients (increase in the number of cycles due to the impossibility
of performing the HSCT), in 4 patients the induction treatment had to be changed
(bortezomib/lenalidomide/dexamethasone for bortezomib/thalidomide/dexamethasone) due to the
impossibility of performing apheresis as planned after the third cycle, 2 patients had delay in starting
second-line treatment after disease relapse or in starting consolidation treatment and 1 patient suffered
a delay in the diagnosis of relapse (delay in the planned CT scan confirming progression).
Abstract - Conclusion
Although we cannot yet know the impact on survival, the covid-19 pandemic has meant an alteration in
the treatment plan of practically all myeloma patients who are candidates for HSCT and who were
receiving anti-myeloma therapy in our hospital in the first 18 months after the declaration of the
pandemic in our country.

P052 Effectiveness and safety of adjuvant treatment of melanoma with
checkpoint inhibitors: nivolumab and pembrolizumab.
A. Martínez-Suárez1, C. Castillo-Martín1, JA. Marcos-Rodríguez1, J. Cordero-Ramos1
1

Hospital Universitario Virgen Macarena, Sevilla, Spain

Abstract - Introduction
Surgery is a potentially curative treatment for melanoma. However, patients with completely resected
stage III melanoma have a high risk of relapse, with a 5-year overall survival rate of 32-93%. The use
of checkpoint inhibitors as an adjuvant therapy in these patients could avoid the progression.
Abstract - Material and method
A retrospective observational study was carried out in a tertiary level hospital including all patients with
resected stage III or IV melanoma treated with adjuvant checkpoint inhibitor therapy. Effectiveness was
evaluated by measuring recurrence-free survival (RFS) and RFS rate at 12 months and safety by
indicating adverse drug reactions and their grades (NCI CTCAE version 5.0). Data are obtained from
the electronic medical record (Diraya) and the electronic prescription module (Prisma). The stage of the
disease is carried out according to AJCC classification 8.
Abstract - Results and discussion
33 patients were included. Median follow-up was 30 weeks in the nivolumab arm vs 37 weeks in the
pembrolizumab arm. The median RFS was not reached. The RFS rate at 12 months was 37.5% vs 23.5%.
50% of nivolumab patients discontinued treatment before 12 weeks (7 for recurrence and 1 for
unconfirmed recurrence) vs 17,6% (2 for recurrence and 1 for toxicity). Adverse events were:
nivolumab- grade 1: skin reactions 37.5%, gastrointestinal conditions 31,25%, asthenia 18.8%, arthritis,
hypomagnesemia and hypothyroidism 6.3%; grade 2: skin reactions 6.3% and gastrointestinal
conditions 12.5% and grade 3: anemia and colitis 6.3%; pembrolizumab- grade 1: skin reactions 23.5%,
asthenia 17.6% and hypothyroidism 11.8%; grade 2: hypothyroidism 5.9%; grade 3: colitis,
hepatotoxicity, lymphopenia and pneumonia 5.9% and grade 4: pneumonitis 5.9%. These are immature
data and few patients were treated. Even so, grade 3 adverse reactions were observed (12.5% vs 23.53%)
and one grade 4.
Abstract - Conclusion
Studies with a larger number of patients are needed to establish the effectiveness and safety of these
adjuvant drugs. Adjuvant therapy in melanoma was effective in our study. However, a significant
incidence of grade 3 and 4 adverse effects was observed. This may indicate the need for close followup of these patients.
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Abstract - Introduction
Breast cancer is one of the most common cancers in women population (1/8 women) of which HER2+
represents 15 to 20% of breast cancers. Targeted therapy with trastuzumab reduced the risk of relapse
by 40% and the risk of death by more than 30%. However, cardiac toxicity represents the major limiting
factor in its use.
The objective of this work is to assess the frequency of trastuzumab cardiotoxicity in HER2+ patients
and compare with other studies the various risk factors predisposing to the occurrence of this
cardiotoxicity.
Abstract - Material and method
This is a descriptive, retrospective, single-center study carried out at the oncology department of Rouïba
hospital for a period of 03 years . It involving patients over 18 years old with HER2+ breast cancer,
treated with trastuzumab without absolute contraindications for the use of trastuzuma.The variables
studied are: age, personal history of patients; the histological grade, the therapeutic protocol, the duration
of treatment with trastuzumab, the number of cures, the cardiac-type adverse effect. Data were entered
using Epi data 3.1 software and analyzed using Epi Info 6.4 software.
Abstract - Results and discussion
Breast cancer is the most common with 27.8%, of which 11.2% was of the HER2 (+) type. The average
age was 48.4 years, the age group 40-49 is the most affected (27%). Among the antecedents, arterial
hypertension and hypothyroidism are the most important with 15.1% for each. The seat of the tumor
was located on the left in 54% of patients. 42% had a Grade II. 89% had received trastuzumab in
combination with other chemotherapy. 64.2% had an average duration of treatment of 12 months and
more, 65% had received 12 courses. The frequency of trastuzumab cardiotoxicity is 9.43%. The
combination of trastuzumab with other chemotherapies was the only significant risk factor (p<0.05).
Abstract - Conclusion
It is important to assess carefully the risk of cardiotoxicity and discuss the benefits and risks before
starting therapy, especially in patients with risk factors.
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Abstract - Introduction
Acute myeloid leukemia (AML) 's treatment, when a patient is eligible for stem cell transplant, is based
on the administration of Daunorubicin and Cytarabin chemotherapy in a 3+7 regimen. A new combined
liposomal form, Vyxeos®, has been approved in the same indication. The cost of a complete 5 injection
regimen of Vyxeos® is approximately 34,200€ per patient compared to 500€ for a conventional
protocol.
The aim is to assess treatment’s use in stem cell transplant induction and compare our clinical results to
the tolerance and toxicity shown in the pivotal study that led to its authorization.
Abstract - Material and method
A retrospective study between July 1st, 2018, to March 23rd, 2022 was conducted, using patient medical
records and Multidisciplinary Medical Board (MMB) software. Data included the number of injections,
aplasia, side effects, access to stem cell transplant, survival after transplant. According to the Summary
of Product Characteristics (SPC), a complete course of treatment consists of a total of 5 injection split
into an induction cycle (Day 1, 2 and 3) and a consolidation cycle (Day 1 and 2).
Abstract - Results and discussion
Six patients were treated with Vyxeos®, aged 51 to 69 years old (average age 62.7, M/F ratio 1:2):5
patients for AML, and 1 for myeloproliferative syndrome. Two patients (33%) received a complete
treatment until transplantation, including one post-transplant death and one patient in remission at 1.5
years from transplant. Concerning the other patients, 1 died after two induction cycles due to therapeutic
failure and lethal sepsis, and another 1 stopped after induction cycle because of an attributable heart
attack. The last 2 patients are still under treatment. The main adverse events were: folliculitis-like skin
rashes (60%) persistent cytolysis (33%), gastrointestinal bleeding (15%). All patients had febrile aplasia
after the induction cycle, with an average of 26.2 days. 67% of the patients had severe sepsis requiring
several lines of antibiotic therapy. At the cut-off analysis, the median survival for our population is 8.2
months vs 9.54 in the pivotal study.
Abstract - Conclusion
This study allowed us to evaluate the proper use of Vyxeos® in our hospital. The combined liposomal
form allows a single injection spaced in time but presents a significant toxicity and a high treatment
cost). The number of patients going on to transplantation with Vyxeos is similar between our treated
patients and the data found in the literature.
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Abstract - Introduction
Anaemia due to iron deficiency (ID) or ID alone are frequent complications in patients with solid
tumours, particularly in those treated with chemotherapy. Diagnosis of anaemia and ID are respectively
based on haemoglobin (Hb) level and iron status. Iron status can be assessed by serum ferritin and
transferrin saturation (TSAT). Guidelines recommend the use of i.v. iron ± erythropoiesis-stimulating
agents in patients with ID.
The aim of our work was to evaluate retrospectively the proper use of FCM (Ferinject®) in patients with
solid tumours in a teaching hospital in a real world setting.
Abstract - Material and method
This retrospective study included hospitalized patients treated with FCM in oncology department from
Sept. 2021 to March 2022. The following variables were obtained from the medical records:
demographic data, Hb, ferritin, TSAT, C-reactive protein (CRP), FCM dosage regimen. Results were
analysed according to 2018 ESMO guidelines and Summary of Product Characteristics SPC. ESMO
guidelines recommend FCM use in case of Hb <11 g/dL associated to ID and SPC only consider ID. ID
was defined according to ESMO: absolute ID (ferritin <100 µg/L) and functional ID (ferritin ≥100 µg/L
and TSAT <20%).
Abstract - Results and discussion
60 patients (37% women) with a median age of 60 (17 - 87) years were included during the study period.
Median body weight was 68 kg (38-160). Anaemia was detected in 90% of patients based on WHO
criteria (Hb <12 g/dL in women and < 13 g/dL in men), and 65% of patients had Hb level < 11 g/dL
(ESMO guidelines cut-off). ID was reported in 95 % of patients (21.8% absolute ID and 72.7%
functional ID). Inflammatory condition was confirmed by CRP level > 5 mg/L in 92.5 % of functional
ID. According to SPC, dosage regimen is based on Hb level and patient body weight for determination
of individual iron need. 64% of prescribed cumulative iron doses did not conform to the estimation of
iron need, underdosing in most cases (92%). Weekly intake was respected in 81% patients. No
prescription exceeded authorized maximum dose by injection (1,000 mg).
There are some limitations to the study: we cannot exclude an overestimation of underdosing due to
potential missing informations in medical records.
Abstract - Conclusion
Our study reveals almost all prescriptions of FCM were on-label use with respect of ID. Although 35%
of prescriptions were not conformed to ESMO guidelines regarding Hb, it should be noted that most of
patients presented an anemia. A likely reason is to anticipate deleterious effects of chemotherapy on Hb.
Monitoring and better traceability of administered doses of FCM must be improved.

