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Table 5. Comparative analysis of post-transplant response, relapse, and survival of the overall cohort and by group.

Inpatient HSCT with G-CSF | Ambulatory HSCT with G-CSF | Ambulatory HSCT without G-CSF I3 P » Total study
(Group A) (Group B1) (prednisone-based) (GroupB2) | v 1) | @1 5y | (B2 population
Number, n'
Response to therapy after HSCT 215 (89.2%) 48 (98%) 48 (87.2%) o014 | s 09 311 (82.71%)
(day +100), n (%)>" n=241 n=49 n=55 3 . n=345
Follow-up (yr), median (IQR) 3'5‘112'32) s '4:=(53;9) 1'23=(51 ;7) 0.03 | 0.0001 | 0.0001 3 1'16:;2537)
5 2.52(3.32 3.65(3.27 1.13 (1.27 2.28(3.4
PFS (yr), median (IQR) n:; 45 ) “:(5 o ) n:(57 ) 0.08 | 0.0001 | 0.0001 n:3(5 5 i
3 106 (42.5%) 26 (52%) 10 (17.5%) 142 (38.9%)
Relapse, (%) o= 249 1250 s 02 | <0.001 | 0.003 hm36s
I 3.56 (4.22) 5.42 (3.49) 120 (1.47) 3.16 (437)
0 (yr), median (IQR) 2=254 =53 58 0.03 | 0.0001 | 0.0001 12365
" 64 (24.8% 9(17% 4(6.9% 77 (21%
Mortality, n(%) ‘1(:258 g ;:53") '(1258") 0.2 0.09 | 0.002 n:(3 69")
TRM, n(%) 2(3.1%) 0 0 052 0504 2(2.6%)
RM, n(%) 44 (68.75%) 7(77.8%) 2(50%) 054 | 0052 | 0.008 53 (68.8%)
NRM, n(%) 18 (28.1%) 2(222) 2 (50%) 0.4 0.9 03 22 (28.6%)

Note: G-CSF, granulocyte-colony stimulating factor; HSCT, hematopoietic stem cell transplantation; IQR, interquartile range; NRM, non-relapse-related mortality; NS, not significant after Bonferroni
correction; OS, overall survival; PFS, progression-free survival; RM, relapse-related mortality; TRM, transplant-related mortality; yr, years

'Missing data for some registered variables. *Only patients with complete or partial response are shown.

“Adjusted p-values using the Bonferroni correction.
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Table 1. Demographic and baseline characteristics of the overall cohort and by group.

Total study Inpatient HSCT with G-CSF | Ambulatory HSCT with G-CSF Ambulatory HSCT without G-CSF P P P
population (Group A) (Group B1) (prednisone-based) (Group B2) (Avs.B1) |(B1 vs.B2) | (AvsB2)
Number, n (%) 376 (100%) 264 (70.2%) 53 (14.1%) 59 (15.7%)
Sex, n (%) 0.006"
o 9 9 9
Female 160 (42.5%) 126 (47.7%) 18 (34%) 16 27%) 0059 | 052 | 0.007
Male 216 (57.5%) 138 (523%) 35 (66%) 43 (13%)
Age (yr), median IQR)|  57.5 (14) 58.18 (12.71) 58.78 (20.58) 56.23 (17.36) 0.61
ECOG, n(%)
0 248 (65.9%) 175 (663%) 34.(64.1%) 39 (66%)
1 120 (32%) 81 (30.7%) 19 35.9%) 20 (34%) 0.61
2 8 (2.1%) 8 (3%) 0 0
Disease, n (%) 0.001"
Multiple Myeloma and
other monoclonal 251 (66.8%) 160 (60.6%) 46 (86.8%) 45 (16.3%)
gammopathy
<0.001| 0.13 | 021
Hodgkin lymphoma | 48 (12.7%) 38 (14.4%) 5(9.4%) 5(8.5%)
Non-Hodgkin 77 (20.5%) 66 (25%) 2 (3.8%) 9 (15.2%)
lymphoma
Lines of prior therapy,
11 1 100 1 0.002 | 0.053 | 057
median (IQR) ® ® © ®
Response to therapy
359 (95.48%) 252 (97%) 51 (98%) 56 (97%) 1

before HSCT, n (%)'

Note: BEAM, BCNU (carmustine), etoposide, ara-C (cytarabine), and melphalan; ECOG: Eastern Cooperative Oncology Group; G-CSF, granulocyte-colony stimulating factor;
HSCT, hematopoietic stem cell transplantation; IQR, interquartile range; NS, not significant after Bonferroni correction; yr: years
" Adjusted p-values using the Bonferroni correction.

‘Only patients with complete or partial response are shown. 2Missing data for the number of CD34+ cells.
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Table 1. (continued)

Total study | Inpatient HSCT with G-CSF | Ambulatory HSCT with G-CSF | Ambulatory HSCT without G-CSF P P P
population (Group A) (Group B1) (prednisone-based) (Group B2) (Avs.B1) |(B1 vs.B2) | (AvsB2)
Number, n (%) 376 (100%) 264 (70.2%) 53 (14.1%) 59 (15.7%)
Conditioning regimen, n (%) <0.05
Melphalan 200 187 (49.7%) 117 (44.3%) 33 (622%) 37 (62.7%)
Melphalan 140 56 (14.9%) 38 (14.4%) 10 (18.9%) 8 (13.6%)
BEAM 116 (30.9%) 98 (37.1%) 7(132%) 11 (18.6%) NS NS NS
Busulfan +melphalan 9 (2.4%) 6(2.3%) 3(5.7%) 0
BCNU + thiotepa 8 (2.1%) 2 (0.75%) 0 3 (5%)
No. of CD34+ cell
o. : el , 2.987(1.11) 2.967(1.14) 28(0.8) 321(13) 039 | 001 | 003
(x10%/kg), median (IQR) n=364 0=255 n=51 n=58

Note: BEAM, BCNU (carmustine), etoposide, ara-C (cytarabine), and melphalan; ECOG: Eastem Cooperative Oncology Group; G-CSF, granulocyte-colony stimulating factor; HSCT,
hematopoietic stem cell transplantation; IQR, interquartile range; NS, not significant after Bonferroni correction; yr: years
*Adjusted p-values using the Bonferroni correction.

!Only patients with complete or partial response are shown. lMissing data for the number of CD34+ cells.
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Table 2. Comparative analysis of the main variables related to HSCT

Inpatient HSCT with G-CSF | Ambulatory HSCT with G-CSF | Ambulatory HSCT without G-CSF |  p » » Total study
(Group A) (Group B1) (prednisone-based) (Group B2) | (vt | @1vem) | avem) population
Number, n'
5 213 (81.6% 20 37.7% 6(102% 239 (64%
Febrile syndrome, n (%) nim & ,(,,53 g (n=59 K <0001 | <0.001 | <0.001 n=(3730)
Days of fever, median (IQR) 30) 25) 15(1) 0.05 30)
Days of empirical ATB,
edion (1GR) 64) 456) 2@) 021 | 01 |<000s 64)
4307 1% 44(18.7%
Positive blood cultures, n(%) n:(w;“) n(:z(;) 0 0.16 11(:2 ps 5)
| 44.(16.9% 4(7.5% 2(3.4% 50 (13.4%
Engraftment syndrome, n(%) e 7 g i B s
Mucositio, a6’ 222 85%) 37 (710%) 22 (372%) 281 (75.4%)
cositis, -~ s = -
o) n=261 =53 =59 0.009 | <0.001 | <0.001 n=373
Grade >3 90 34%) 14 26%) 2(3%) 79 21.1%)
, 136 (52% 111% 0 147(39.5%
Parenteral nutrition, n(% ) n=(260°) n(=53 0 =59 <0.001 | <0.001 | <0.001 n(=372 )

Note: ATB antibiotic therapy; G-CSF, granulocyte-colony stimulating factor; HSCT, hematopoietic stem cell transplantation; IQR, interquartile range; NS, not significant after Bonferroni correction;
RBC, red blood cell; SD standard deviation

'Missing data for some registered variables.

" Adjusted p-values using the Bonferroni correction.
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Table 3. Univariable logistic regression analysis for factors associated with febril syndrome, engrafment syndrome, mucositis, delayed leukocyte and platelet
engraftment, and transfusion requirements.

Ej fment Delayed leukocyt Delayed platelet T fusi
Febrile syndrome ngraftment Mucositis ayed eukocyte ayec pate e "f“ usion
OR (CI95%) syndrome OR (CI95%) engraftment engraftment. requirements
OR (CI95%) OR (CI 95%) OR (CI 95%) OR (CI95%)
Variable
Group
A 43.92(2.42-17.35) 6.76 (1.6 —28.6) [10.6(5.78 —19.4) [ 0.008 (0.002 -0.025) | 1.49(0.6-3.73) 2.29(1.04 -4.99)
p-value <0.001 p-value 0.009 p-value <0.001 p-value <0.001 p-value 0.36 p-value 0.037
B1 6.48 (17.98-107.23) | 2.85(0.53-15.3) | 4.18 (1.98 -8.8) 1 2.56 (0.89 -17.35) 2
p-value <0.001 p-value 0.22 p-value <0.001 empty p-value 0.08 empty
B2 1.00 1.00 1.00 1.00 1.00 1.00
Disease
Multiple Myeloma and other 1.54 (0.69 — 3.43) 437 (1.68 - 11.36)
monoclonal gammopathy 1L p-value 0.29 L0 p-value 0.002 o0 Lo
. 2.54(1.43-453) 1.79 (0.93 - 3.45) 9.23 (1.23-68.81)
Non-Hodgkin lymphoma p-value 0.002 1.00 p-value 0.079 100 109(0.59-2.02) | p-value 0.03
Hodekin lymph 336 (1.57-17.2) 1.00(0.3-3.3) [1.09(0.54-221) : pvalue0.77  [2.73 (0.63 - 11.84)
odgkin fympnoma p-value 0.002 p-value 0.99 p-value 0.8 p-value 0.179
Sex
223(1.11-446) | 133(0.73-243) | 133 (0.65-2.72)
Male 20O 200 Ll p-value 0.023 p-value 0.34 p-value 0.42
132 (0.87-1.99) | 1.09(0.61—1.94) [1.81(1.11-2.93)
Female p-value 0.193 p-value 0.765 | p-value <0.016 LD LD 200
0.99 (0.97 - 1) 1.00 (0.98—1) [1.00(0.98-1.02) 1.00(0.97-1.02) | 0.99(0.97—1.02) | 0.99 (0.96-1.02)
Age (1) p-value 0.382 p-value 0.535 p-value 0.547 p-value 0.918 p-value 0.851 p-value 0.744
. . 0.52(0.3-0.9) 1.17 (0.86 — 1.6)
Lines of the - - - -
fnes ofprior fherapy p-value 0.02 p-value 0.31

Febrile syndrome

2.52(1.22-5.19)

p-value 0.012
0.88(0.73-1.07) | 1.21(0.95-1.54) | 0.9(0.73-1.11) 1.57 (1.18 - 2.08) 0.69 (0.48-1.02) | 0.71 (0.55-0.93)
6,
ReofCR3cell Lo e) p-value 0.216 p-value 0.117 p-value 0.33 p-value 0.002 p-value 0.066 p-value 0.013

Note: Group A, inpatient HSCT with G-CSF; group B1, ambulatory HSCT with G-CSF; group B2, ambulatory HSCT without G-CSF (prednisone-based); yr: years
! None of the patients in group B1 had delayed (> day +14) leukocyte engraftment.

2 All patients in group B1 had transfusion requirements.
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Table 2. (continued)

Inpatient HSCT with G-CSF | Ambulatory HSCT with G-CSF | Ambulatory HSCT without G-CSF | p P ? Total study
(Group A) (Group B1) (prednisone-based) (Group B2) | (avest) | 1vs.s) | (avesz) | population
Days to engraftment after infusion (day 0), median (IQR)
11(1) 12(1) 16 (3) 12(2)
Leukocyte 1261 % e 0.0001 | 0.0001 | 0.0001 et
12) 132 123) 122)
Platelet ) % e 0.0001 | 0.007 | 044 s
. 0 240 (92%) 53 (100%) 48 81%) 341 (91.6%)
Blood transfusion, n (%) 6o 153 159 NS | <0001} NS n=372
_ 02) 0(0) 0(0) 0@
RBC °""°§"""‘°s‘ '“°Sd;" (IQR) 126 (2.55) 0.30 (0.69) 0.17 (0.59) 0.0001 | 075 | 0.0001 095 (2.2)
and average (SD) n=261 n=s3 n=59 n=373
Platelet trates, medi 2@ 2() 1(1) 20
a ; BR“’";”‘ aes, ";) 1an 273 (3.4) 1.9 (0.88) 133 (1.19) 07 0.007 | 0.0001 2.4(2.96)
(IQR) and average (SD) n=262 n=53 n=59 n=374
Days of procedure, 20(6) 19 @) 193) 027 20(5)
median (IQR) n=262 n=53 n=s9 - n=374
Days of admission, 20(6) 4@8) 0(0) 18(14)
median (IQR) =262 =52 n=52 00001 1 001 | 0.0001 n=372

Note: ATB antibiotic therapy; G-CSF, granulocyte-colony stimulating factor; HSCT, hematopoietic stem cell transplantation; IQR, interquartile range; NS, not significant after Bonferroni correction;

RBC, red blood cell; SD standard deviation
'Missing data for some registered variables.

“Adjusted p-values using the Bonferroni correction.
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Table 4. Correlation of cuantitative variables with a longer leukocyte and platelet engraftment (ANC >

500 and platelets > 20.000).

Longer leukocyte engraftment Longer platelet engraftment

Spearman's Spearman's
rho N p-value rho N p-value
Variable
Age (yr, 0.0752 0.14 0.08 0.09
b 373 366

Lines of prior therapy -0.2573 <0.001 -0.04 0.44
No. of CD34+ cells (x10%/kg) -0.0027 362 0.96 -0.12 355 0.01

Note: yr: years





