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Stem cell harvesting in relapsed myeloma Parrish et al.

Supplementary Methods

Statistical methods

Time to progression and response related to ASCT (i.e. after randomisation) were
analysed in all patients who were randomly assigned to that treatment group. Toxicity
and safety were assessed in the safety population, which consisted of all patients who

received at least one dose of study treatment.

Cox regression was used to analyse time to progression, accounting for stratification
factors (length of first remission or plateau and response to PAD re-induction therapy).
The proportional hazards assumption was assessed by plotting the hazards over time for
each group. Response rates were compared with ordinal logistic regression accounting
for the stratification factors. Continuous variables relating to baseline characteristics
and ASCT procedure characteristics were compared using the Kruskal-Wallis test.

Similar analysis of categorical variables was undertaken using Fisher’s exact test.

The cut-off date for the final analysis was July 9™ 2013. All statistical tests were two-

sided and called significant at the 5% level. Statistical analyses were performed with

SAS version 9.2 (SAS Institute, Cary, NC).
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Supplementary Tables
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Regimen n Yield /x10° Yield Percentage Days of
CD34" cells/kg: | unknown, successful* collection:
median (range) n (95% Cl) median

(range)

First attempt 110 1.6 (0-19) 23 47% (37-58) 1(0-5)

Cyclophosphamide & G-CSF 82 1.6 (0-19) 16 45% (33-57) 1 (0-4)

G-CSF 9 1.4 (0-3.3) 0 33% (3-64) 2 (0-5)

Cyclophosphamide, G-CSF & Plerixafor 8 1.3 (0-2.8) 4 50% (1-99) 2 (0-4)

Plerixafor & G-CSF 4 3.3(0.6-4) 1 67% (13-100) 1.5(1-2)

ESHAP 4 2.3(0-3.9) 1 67% (13-100) | 0.5(0-1)

Cytarabine & G-CSF 1 5.3 0 100% 2

Unknown regimen 2 2.1 1 100% 0.5 (0-1)

Second attempt 32 1.6 (0-20) 6 38% (20-57) 2 (0-4)

Cyclophosphamide & G-CSF 5 0(0-2.9) 2 33% (0-87) 2 (0-2)

G-CSF 10 0.9 (0-4.1) 2 25% (0-55) 0.5 (0-4)

Cyclophosphamide, G-CSF & Plerixafor 2 1.9 1 0% 2(2-2)

Plerixafor & G-CSF 12 2 (0.5-20) 0 50% (22-78) 2(1-4)

ESHAP 2 1.7 1 0% 2(2-2)

Cytarabine & G-CSF 1 3.5 0 100% 1

Third attempt 4 2.2 (0-2.7) 0 75% (33-100) | 1.5 (0-2)

Plerixafor & G-CSF 3 2.1(0-2.7) 0 67% (13-100) 2 (0-2)

Unknown regimen 1 2.3 0 100% 1

Supplementary Table 1: Mobilisation regimens and stem cell harvest outcomes.

Abbreviations: G-CSF: granulocyte colony stimulating factor, ESHAP: etoposide,
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methylprednisolone, cytarabine and cisplatin. * Percentage of collections where the

yield is known and is >2x10° CD34" /kg.
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Sensory neuropathy at end of PAD
None Grade 1 Grade 2 Grade3  Missing Data Total

® ¥ | None 38(79.2%) 21(72.4%) 10(52.6%) 4 (40.0%) 3 (75.0%) 76 (69.1%)
> 5
oo wn
‘é %’ Grade 1 4 (8.3%) 6(20.7%) 3 (15.8%) 0 (0.0%) 0 (0.0%) 13 (11.8%)
o2
2 O | Grade 2 4 (8.3%) 1(3.4%) 5(26.3%) 1(10.0%) 1(25.0%) 12 (10.9%)
€ &
g 9'5 Grade 3 2 (4.2%) 0 (0.0%) 1(5.3%) 4 (40.0%) 0 (0.0%) 7 (6.4%)
c T
Ao Missing Data 0 (0.0%) 1(3.4%) 0 (0.0%) 1(10.0%) 0 (0.0%) 2 (1.8%)

Total 48 (43.6%) 29(26.4%) 19(17.3%) 10(9.1%) 4 (3.6%) 110

Supplementary Table 2: Sensory neuropathy (CTCAE grade) for patients at the end of

PAD and then at the end of mobilisation.
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Toxicity All grades, n (%) Grades 3-4, n (%) p
Stem cell source | PBSC1 PBSC2 | PBSCMix Total PBSC1 PBSC2 | PBSCMix Total
(n=42) (n=29) (n=11) (n=82) (n=42) (n=29) (n=11) (n=82)
Anaemia 33(78.6) | 24(82.8) | 9(81.8) | 65(78.3) | 9(21.4) | 8(27.6) | 2(18.2) | 19(22.9) | 0.748
Thrombocytopenia | 31(73.8) | 24(82.8) | 8(72.7) | 63(76.0) | 29 (69.0) | 23(79.3) | 8(72.7) | 60(72.3) | 0.971
Neutropenia 36 (85.7) | 26(90.0) | 9(81.8) | 71(85.5) | 31(73.8) | 24 (82.8) | 8(72.7) | 63(75.9) | 0.492
Diarrhoea 31(73.8) | 21(72.4) | 6(54.5) | 58(69.9) | 7(16.7) | 3(10.3) 1(9.1) | 11(13.3) | 0.328
Nausea 29 (40.3) | 16(55.2) | 8(72.7) | 53(63.9) | 4(9.5) 3(10.3) 0 7(8.4) | 0.620
Vomiting 16 (38.1) | 13(44.8) | 9(81.8) | 38(45.8) | 1(2.4) 1(3.4) 1(9.1) 3(3.6) | 0.170
Infection 2(4.8) 2(6.9) 0 4 (4.8) 2(4.8) 1(3.4) 0 3(3.6) | 0.864
Cystitis 1(2.4) 0 0 1(1.2) 0 0 0 0 1
Other 34 (81.0) | 22(75.9) | 7(63.6) | 63(75.9) - - - - 0.497
Data missing 1(2.4) 1(3.4) 0 2(2.4) 1(2.4) 1(3.4) 0 2(2.4)

Supplementary Table 3: Frequency of toxicities reported during high dose melphalan
and ASCT. P values are for Fisher’s exact test comparing all-grades of toxicity across

groups defined by the source of stem cells (PBSC1, PBSC2, PBSCMix).
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Response PBSC1: PBSC2: PBSCMix: All HDT+ASCT:
n (%), (95% Cl) | n (%), (95% Cl) | n (%), (95% CI) | n (%), (95% CI)
sCR 8 (19.0) 9(31.0) 3(27.3) 20 (22.5)
(8.6-34.1) (15.3-50.9) (6.0-61.0) (14.3-32.6)
CR 9(21.4) 4 (13.8) 2(18.2) 15 (16.9)
(10.3-36.8) (3.9-31.7) (2.3-51.8) (9.8-26.3)
VGPR 12 (28.6) 5(17.2) 1(9.1) 18 (20.2)
(15.7-44.6) (5.9-35.8) (0.2-41.3) (12.5-30.1)
PR 10 (23.8) 7(24.1) 4 (36.4) 21 (23.6)
(12.1-39.5) (10.3-43.5) (10.9-69.2) (15.2-33.8)
SD 2 (4.8) 1(3.4) 1(9.1) 4 (4.5)
(0.6-16.2) (0.1-17.8) (0.2-41.3) (1.2-11.1)
PD 1(2.4) 1(3.4) 0 2(2.2)
(0.1-12.6) (0.1-17.8) (0.3-7.9)
Death within 1(1.1)
100 days (0.1-6.1)
Did not receive 6 (6.7)
ASCT (2.5-14.1)
Missing 0 2(6.9) 0 2(2.2)
(0.9-22.8) (0.3-7.9)

Supplementary Table 4: Maximal responses to stem cell transplant. 1 patient died

within 100 days of ASCT — the stem cell source used for this patient is not known. 6

patients who were randomised to ASCT did not undergo the procedure.
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Supplementary Table 5: Co-investigators contributing to this study.
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