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Introduction

Immunotherapy with monoclonal antibodies (Mabs) is a
new type of leukemia treatment, being gradually introduced
into the practice of Russian hematological clinics. Most
drugs comprise a part of the extended access group, and do
not have instructions in Russian. Aim of the present study
was to consider the strategy of care for the patients who re-
ceived therapy with monoclonal antibodies, and to suggest
recommendations for the nurses working with monoclonal
antibodies.

Materials and methods

The study included 45 patients. All the patients received
treatment and medical care in the BMT Department No.1, at
the R.Gorbacheva Memorial Institute for Children Oncolo-
gy, Hematology and Transplantation. Their median age was
8.7 years (4 months to 17 years old). Acute lymphoblastic
leukemia (ALL) was diagnosed in 80% (n=36), acute myelo-
blastic leukemia (AML) was found in 13.3% (n=6), and acute
biphenotypic leukemia was detected in 6.7% (n=3) (ABL).
The therapy with Blinatumomab was applied to 36 patients,
Mylotarg was administered in 6 cases, and 5 patients re-
ceived Inotuzumab ozogamicin.

Results

62.2% of the patients (n=28) exhibited febrile fever. After
therapy with Mabs, a related hematopoietic stem cell trans-
plantation (HSCT) was performed for 35.5% of patients
(n=16), 26.7% of patients (n=12) received haploidentical
HSCT, and 37.8% (n=17) did not underwent HSCT. Against
the August 2018, 64.4% (n=29) of patients were alive.

Conclusion

Most patients were treated with monoclonal antibodies as
the third-line therapy. Treatment and care for such patients
require special attention. Also, in the absence of instructions
in Russian language, it is necessary to compile an operation
procedure for preparing a solution with monoclonal anti-
bodies.
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Poccusa

Beepenune

VIMMyHOTEpanusA MOHOK/JIOHAJIbHBIMM aHTUTETAMU — 3TO
HOBBI BUJI JIeYeHUs JIeIKO30B, IOCTENeHHO BBOJIVIMBIN B
MPAKTUKY POCCUIICKMX TéMaTONOTMYECKUX KIMHMK. Bomb-
IIMHCTBO IIPENApaToOB BXOAAT B IPYIITY PacCIIMPEHHOTO [0-
CTYIIa, ¥ HE MMEKT MHCTPYKIUIU Ha PYCCKOM S3bIKE.

Lienb paborbl

PaccMoTpeTh TaKTUKY yXofia 3a MaleHTaMMy, IOy YMBILN-
MU Tepanyio MOHOKJIOHAaJIbHBIMU aHTHUTenamu. IIpemso-
JKUTb PEeKOMEHIALNN /I MEAMIVIHCKUX cecTep, paboraro-
LIMX C MOHOKJTOHA/IbHBIMU AT.

Matepuansl n metoabl

B nccnenoBanme 65U10 BKIIOYEHO 45 4elOBEK, BCe OHI SIB-
JAMNCh TTANVIEHTAMI OTHENEHVA TpacIUIaHTaOuy KOCTHO-
ro mosra mis mereir Nel (OTKM Nel) HUM OOIuT um.
P. M. Top6aueBoii. Mennana Bospacra cocraBwia 8,7 jer
(4 mec. — 17 net). Y 80% (n=36) nuarHoCTMPOBAH OCTPBbIi
ymmdoobmacthbi neitko3 (OJUI), y 13,3% (n=6) ocTpblit Mu-
enobmactHsiit eitkod (OMJI), a'y 6,7% (n=3) 6bU1 BbIsIBIEH
ocrpeit bupenornmmaecknii neriko3 (OBJI). Tepamuio brn-
HaTyMOMaboM Tomyunio 36 ManueHToB, MumoTaprom — 6
JejI0BeK, a VIHOTy3yMab 030raMUIVH IIOyYWIN 5 IIarjieH-
TOB.
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Pe3ynbrathl

Y 62,2% (n=28) BcTpevanach debpunbHas muxopagka. Ilo-
ce Tepanuy MoHOKIOoHanbHBIMU AT 35,5% (n=16) 6bu1a
IpOBefleHa POJACTBEHHAs TPAHCIVIAHTALMA TeMOII0ITUYe-
ckrx ctBonoBbIx KineTok (TTCK), 26,7% (n=12) nmonyummm
ramongentnanyio TTCK, a 37,8 (n=17) ne monygamn TTCK.
Ha aBryct 2018 roga >xussI 64,4% (n=29) maumeHTOB.

BbiBobl

BonbUIMHCTBO MAIeHTOB IMOMYYMIN TEepPamyio MOHOKJIO-
HanbHBIMU AT B KadecTBe 3-if MuHNM Tepanuin. JledeHue u
YXOJI 32 TAKMMI IALMEHTaMu TPeOYI0T 0cO60ro BHIMAHUSL.
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Taxoke, 3a He¥MeHVeM MHCTPYKIMY Ha PYCCKOM A3bIKe, He-
00XOIMMO COCTaBUTD PEIJIAMEHT IIPUTOTOB/IEHNS PacTBOpa
¢ MOHOK/TOHaTbHBIM AT.

KnioyeBble cnoBa

ViMmyHOTepamnusi, MuioTapr, MOHOK/IOHA/IbHbIE aHTUTENIA,
Brunarymoma6, VHoTysyma6.
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Introduction

Allogeneic stem cell transplantation (allo-HSCT) is cur-
rently the only treatment modality with curative potential
in patients with myelofibrosis (MF), although transplant-as-
sociated complications and relapses significantly reduce the
application of this method. JAK1/JAK2 inhibitor ruxolitinib
is effective in reducing symptomatic splenomegaly and
myelofibrosis-related symptoms. At the same time it has
significant immunomodulatory effect, and is used for the
treatment of steroid-refractory acute and chronic graft-ver-
sus-host disease (GVHD). This study evaluated calcineurin
inhibitor-free GVHD prophylaxis regimen with ruxolitinib
in combination with posttransplant cyclophosphamide
(PTCy).

Patients and methods

Twenty patients at a median age of 51 (32-61) years were
enrolled in the study. Two patients were diagnosed with
post-essential thrombocythemia myelofibrosis, 4, with post-
polycythemia vera myelofibrosis; 14, with primary mye-
lofibrosis. By the DIPSSplus scale, 11 patients had interme-
diate-2, 8 patients had high-risk disease and 1 patient was
transplanted in blast crisis. Fifteen patients were positive for
JAK2V617F; 3 were CALR-positive; and 2 were MPL-posi-
tive before alloHSCT. All patients were treated with JAK1/2
inhibitors before alloHSCT, with median treatment duration
of 6 months (3-22) at a dose of 30-45 mg. The disease sta-
bilization occurred in 11 patients; clinical improvement, in
8, and the disease progression was observed in 1 case. Sple-
nectomy was performed in 7 patients, due to poor spleen
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response. Reduced-intensity conditioning (fludarabine 180
mg/m* plus busulfan 8-10 mg/kg) followed by allo-HSCT
performed from full-matched related (n=3) or unrelated do-
nor (n=10), and mismatched HSCT (HLA 9/10) from unre-
lated (n=2) or haploidentical donor (n=>5). Graft-versus-host
disease (GVHD) prophylaxis consisted of posttransplant
cyclophosphamide 100 mg/kg at day +3, +4 and ruxolitinib
5-7.5 mg bid from day+5 to day +50 (n=2), and day +100
(n=18). G-CSF-mobilized peripheral blood progenitor cells
(n=19) and bone marrow (n=1) were used as stem cell sourc-
es. Median number of CD34+cells/kg was 6.7x10° (1.4-12.0).
The trial is registered on clinicaltrials.gov, NCT02806375.

Results

Median follow-up time was 18 (6.6-36.1) months. Primary
engraftment was documented in 18 patients. Median time
to leukocyte engraftment was 32 days (18-61), to platelet
engraftment, 38 days (15-219). One patient received sec-
ond transplantation from the same donor due to primary
graft failure. He died in cytopenia accomplished by sepsis.
Severe poor graft function was documented in 11 patients.
In 7 of these cases, it resolved spontaneously with a median
duration of 79 days (16-470). Three patients recovered after
CD34+ boost administration. Dose reduction of ruxolitin-
ib to 10 mg/day due to poor graft function was performed
in 8 patients. Three out of four deaths occurred before en-
graftment: one patient was lost due to Pseudomonas aerug-
inosa sepsis, one death was associated with gastrointestinal
bleeding, and one patient deceased due to primary graft
failure and sepsis. One patient died due to thrombotic mi-
croangiopathy and sepsis on D+115. Twenty-nine percent of
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