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of 20.7 months and with 103 PFS events per IRC, median PFS
was not reached for Isa-Kd vs 19.15 months Kd; HR 0.531 (99%
CI 0.318-0.889), one-sided p = 0.0007. Thus, the pre-specified
efficacy boundary (p = 0.005) was crossed. PFS benefit was con-
sistent across subgroups. ORR (>PR) was 86.6% Isa-Kd vs 82.9%
Kd, one-sided p = 0.1930. >VGPR rate was 72.6% Isa-Kd vs
56.1% Kd, p = 0.0011. CR rate was 39.7% Isa-Kd vs 27.6% Kd.
MRD negativity-rate (10-5) in ITT was 29.6% (53/179) Isa-Kd
vs 13.0% (16/123) Kd, descriptive p = 0.0004. OS was imma-
ture (events 17.3% Isa-Kd vs 20.3% Kd). 52.0% Isa-Kd vs 30.9%
Kd pts remain on treatment. Main reasons for treatment dis-
continuation were disease progression (29.1% Isa-Kd vs 39.8%
Kd) and AEs (8.4% Isa-Kd vs 13.8% Kd). Grade >3 TEAEs were
observed in 76.8% Isa-Kd vs 67.2% Kd. Treatment-emergent
SAEs (59.3% vs 57.4%) and fatal TEAEs were similar in Isa-Kd
and Kd (3.4% vs 3.3%,) and Infusion reactions were reported
in 45.8% (0.6% grade 3-4) Isa-Kd and 3.3% (0% grade 3-4) Kd.
Grade >3 respiratory infections (grouping): 32.2% Isa-Kd vs
23.8% Kd. Grade >3 cardiac failure (grouping): 4.0% Isa-Kd vs
4.1% Kd. As per lab results, grade 3-4 thrombocytopenia and
neutropenia were reported in 29.9% Isa-Kd vs 23.8% Kd and
19.2% Isa-Kd vs 7.4% Kd, respectively. Conclusion: Addition of
Isa to Kd provided superior, statistically-significant improve-
ment in PFS with clinically meaningful improvement in depth
of response. Isa-Kd was well tolerated with manageable safety
and favourable benefit-risk profile, and represents a possible
new standard of care treatment in patients with relapsed MM.
Data first presented at EHA 2020 virtual meeting, June 11-21st.
Study sponsored by Sanofi.
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Aim: To assess the efficacy and safety of treatment with
Isatuximab-Pomalidomide plus dexamethasone (Isa-Pd) com-
pared with Pd in patients with relapsed/refractory multiple
myeloma (RRMM) and pre-existing plasmacytomas. Meth-
ods: 307 RRMM patients were randomized to two study arms
(NCT02990338): Isa-Pd (n = 154) or Pd (n = 153). Isa was admin-
istered intravenously at 10 mg/kg weekly for 4 weeks, and
every other week thereafter. If soft-tissue plasmacytomas
were present at study entry, a computed tomography (CT)
scan or magnetic resonance imaging (MRI) was carried out
at baseline and repeated every 12 + 1 weeks, and when clin-
ically indicated. Imaging results were submitted to central
radiology review as part of the independent review committee
assessment. The primary objective was to assess the impact
of Isa-Pd on the progression free survival (PFS) compared
with Pd. Safety information including treatment-emergent
adverse events (TEAEs) was assessed according to National
Cancer Institute Common Toxicity Criteria for Adverse Events
(NCI-CTCAE) version 4.03. Results: At study entry, soft-tissue
plasmacytomas were present in 24 (7.8%) patients (14 [9.1%] in
the Isa-Pd and 10 [6.5%)] patients in the Pd arm). Baseline char-
acteristics of patients with plasmacytomas included: median
age, 61 (range 36, 82) years in the Isa-Pd arm vs. 64 (42, 71)
years in the Pd arm; median (range) number of prior regimens
before study entry, 3.5 (2, 13) in the Isa-Pd arm vs. 5.5 (2, 6)
in the Pd arm; International Staging System, Stage I 50.0%,
Stage II, 21.4% and Stage III, 28.6% in the Isa-Pd arm vs Stage I
10.0%, Stage 11, 50.0% and Stage III, 40.0% in the Pd arm; high-
risk cytogenetics, 21.4% in the Isa-Pd vs. 10% in the Pd arm.
PFS was improved by adding Isa to Pd: hazard ratio: 0.22, 95%
confidence intervals (CI): 0.07, 0.69. Median PFS was 4.57 (95%
CI: 2.40, not calculable [NC]) months in the Isa-Pd arm vs. 1.56
(95% CI: 0.95,4.47) months in the Pd arm. The probability of PFS
at 12 months was 0.31 (95% CI: 0.10, 0.56) in the Isa-Pd arm vs.
0.00 (95% CI: NC, NC) in the Pd arm. The overall response rate
(ORR) also improved with 50% (7/14) and 10% (1/10) respon-
ders in the Isa-Pd and Pd arms, respectively. Very good partial
response (VGPR) occurred in 21.4% (3/14) of patients in the Isa-
Pd arm and 10% (1/10) of patients in the Pd arm. Two patients
with VGPR in the Isa-Pd arm who presented with plasmacy-
tomas at baseline showed complete remission at cycle 3 and
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significant reduction at cycle 4 of the extramedullary lesions,
respectively, vs 0 in the Pd arm. Grade >3 TEAE occurred in
12/14 (85.7%) patients in Isa-Pd arm and 7/10 (70.0%) patients
in the Pd arm. Infusion reactions (IRs) of any Grade occurred
in 42.9% of Isa-Pd patients, but there were no Grade >3 IRs.
Conclusions: In patients with RRMM and plasmacytomas, Isa-
Pd treatment significantly prolonged PFS and improved ORR
compared with Pd alone, with a manageable safety profile. The
trend in efficacy and safety of plasmacytoma patients treated
with Isa-Pd are consistent with the ICARIA-MM overall popu-
lation and other study subgroups. Data first presented at EHA
2020, 11th-21st June 2020. Study sponsored by Sanofi.

https://doi.org/10.1016/j.htct.2020.10.440

439
LEUCEMIA DE CELULAS PLASMOCITARIAS: )
RELATO DE 02 CASOS e

P.O.C. Terra, C.D. Donadel, C.M.L.B. Monteiro,
D.C. Stocco, J.PL. Silva, V. Tomazini, A.H.A.
Resende, L.FE.B. Catto, M.I.A. Madeira, PM.M.
Garibaldi

Departamento de Imagens Médicas, Hematologia
e Oncologia Clinica, Hospital das Clinicas da
Faculdade de Medicina de Ribeirdo Preto
(HCFMRP), Universidade de Sdo Paulo (USP),
Ribeirdo Preto, SP, Brasil

Objetivos: A leucemia de células plasmocitarias (LCP) é
uma variante rara e agressiva do mieloma multiplo (MM)
e pode ser classificada como priméria, quando surge como
manifestacdo inicial da doenca, ou secunddria quando evi-
denciada transformacdo leucémica no contexto de MM
recidivado/refratario. Apresenta o pior progndstico dentre as
neoplasias plasmocitarias, estando associada a caracteristicas
biolégicas que favorecem a circulacdo das células plasmoc-
itarias clonais em sangue periférico. O diagnéstico é realizado
pela identificacdo dessa células acima de 2.000/microl ou
20% dos glébulos brancos. Relatamos 02 pacientes com
LCP secundaria diagnosticados no Hospital das Clinicas de
Ribeirao Preto no periodo de 2019 a 2020. Material e métodos:
Coleta de dados de prontuario clinico. Resultados: Mulher, 54
anos, MM lambda com presenca ao diagnéstico de anemia,
doenca renal cronica dialitica e lesdes liticas. Realizou IV VCD
com resposta parcial muito boa (VGPR) em avaliacdo apds. Em
programacio de Transplante de Medula Ossea (TMO) autél-
ogo, evoluiu com hipercalcemia, novas fraturas patolégicas e
leucocitose. Identificado 58% de plasmocitos em sangue per-
iférico (9.570/microL), com imunofenotipagem evidenciando
a presenca de plasmdcitos clonais. Realizado diagndstico
de LCP e iniciado I VTD-PACE com internacdo prolongada
devido colite neutropénica e choque séptico. Em reestadia-
mento apés I VTD-PACE apresentou VGPR, sendo realizado
TMO autdlogo. No D+8 paciente evoluiu a ébito por infeccao
de corrente sanguinea por K. pneumoniae. Homem, 36 anos,
MM lambda com achado de lesdes liticas, hipercalcemia e
plasmocitoma em parede toracica ao diagnéstico. Realizou
tratamento com VIII CTD e TMO autélogo com resposta com-
pleta estrita apds. Apds 10 meses, paciente evoluiu com

plaquetopenia e necessidade de terapia renal substitutiva
sendo evidenciada recaida do MM. Realizou IV VTD com pro-
gressao de doenca apés e visualizacdo de 30% de plasmocitos
(2.580/microl) em sangue periférico. Foi diagnosticado com
LCP e evoluiu com paralisia facial bilateral e encefalopatia. Ini-
ciado Aciclovir empirico e realizada RNM encéfalo com sinais
inflamatérios em nervos faciais. A andlise do liquido cefalor-
raquidiano evidenciou 02 células, proteinorraquia, auséncia
de plasmocitos e PCR Herpes negativo. Paciente evoluiu com
febre e dessaturacdo durante internacdo, sendo confirmada
infeccdo pelo SARS-COV2 (RT-PCR positivo). Evoluiu a ébito por
choque séptico apés 05 dias do diagndstico de COVID-19. Dis-
cussdo: Os casos de LCP primaria e secunddria apresentam
aspectos clinicos e biolégicos distintos, gerando diferentes
impactos na sobrevida. Relatamos 2 casos de LCP secunddria,
demonstrando evolucdo rapida e desfavoravel a despeito da
realizacdo da terapia. Sabe-se que a LCP secundaria, diferente
da LCP primdria, surge em um cendrio biolégico/citogenético
complexo, o qual o acimulo de eventos clonais leva a ele-
vada carga tumoral e resisténcia a terapia, apresentando
como desfecho uma elevada morbimortalidade. Em decorrén-
cia dessas caracteristicas, o tratamento inicial consiste na
adicao da poliquimioterapia aos inibidores de proteassoma e
imunomoduladores como por exemplo o VTD-PACE, seguido
da consolidagdo com TMO autélogo nos casos elegiveis.
Conclusdo: O diagnéstico de LCP é essencial, pois possui
implicacdes prognosticas e de tratamento, reforcando a neces-
sidade de avaliacdo do esfregaco de sangue periférico em
pacientes com MM.
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Objetivos: Demonstrar o caso de paciente com gamopatia
monoclonal (GM) como achado de exame, tentando identi-
ficar possiveis fatores de risco de progressao para neoplasias
hematoldgicas. Materiais e métodos: Este estudo foi real-
izado em formato de relato de caso, através de consulta
de dados de prontudrio, e revisdo da literatura. Relato de
caso: Mulher, 38 anos, encaminhada para primeira con-
sulta com hematologista devido achado de GM em exames
gerais durante investigacdo de quadro de dor déssea gener-
alizada. Incialmente, a paciente procurou o reumatologista
pois tinha antecedente familiar de um irmé&o com diagnéstico
de artrite reumatdide. O quadro algico remitiu completa-
mente apds reposicio de vitamina D. J4 em seguimento com
hematologista, paciente negava morbidades prévias, uso de
medicamentos cronicos, e demais sintomas. Ao exame fisico
nao apresentava alteracoes dignas de nota e em exames com-
plementares, se apresentou com proteina sérica monoclonal
de 0,83 g/dL, com componente monoclonal IgG/Lambda a
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