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Safety and Efficacy of Subcutaneous Administration of Bortezomib in the Treatment of Multiple Myeloma QIN Hu:,
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[ Abstract)

treatment of multiple myeloma(MM) patients. Methods A total of 26 MM patients were enrolled in this study and

Objective  To analyze the efficacy and safety of subcutaneous administration of bortezomib in the
treated with BDT ( bortezomib-dexamethasone-thalidomide). In the 26 MM patients, 12 patients received
subcutaneous administration of Bortezomib while 14 patients received conventional intravenous administration. The
outcomes and adverse effects of two groups were retrospectively evaluated and compared. Results Overall response
(OR) rates in the two groups were 75.00% and 71. 43% respectively, in which complete remission (CR) plus very
good complete remission (VGPR) rates were 50. 00% and 47. 14 %, while CR rates were 16.67% and 28. 57 %.
There were no statistically significant difference (P>>0. 05). Time to achieve effectiveness in two groups was similar
(P>>0.05). More than half patients in both groups achieved partial remission after the first treatment course and
CR after the fourth course. Compared to the intravenous group, peripheral neuropathy rates remained significantly
lower in subcutaneous group (16. 67% vs. 64, 29%,P=0. 021). The intravenous group had 7.14% grade 3 or
worse, peripheral neuropathy but none found in the subcutaneous group. Rash occurred only in subcutaneous group
(66.67%), but it was local, mild and transitional. No significant differences of other adverse events between the
two groups were observed. Conclusion  Subcutaneous administration of bortezomib offers similar efficacy to
standard intravenous administration in the treatment of multiple myelom, with an improved safety for lower rate of
peripheral neuropathy.
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Table 1 Clinical baseline in two groups of MM patients

Subcutaneous Intravenous
group (n=12) group (n=14)
Male/female (case) 6/6 7/7
Age Lyr. . median (range)] 61.5(45-83) 64(41-74)
Type (case)
1eG 4 6
IgA 3 3
IgD 1 1
Light chain (/) 3 3
Non-secretory type 0 1
Plasma cell leukemia 1 0
1SS staging( [ /11 /1l » case) 0/6/6 5/4/5
Renal function® (A/B, case) 6/6 9/5
Primary/relapse (case) 8/4 11/3
Completed courses (case)
=2 courses 10 9
=4 courses 4 6
Complication (DM/HP, case) 2/1 3/2

# : Creatinine<(176. 8 pmol/L (A) or =>176. 8 pmol/L (B).
DM :diabetes; HP:hypertension
*2 FMABEWHEKRTREEBWBIE (%)

Table 2 Efficacy related to bortezomib treatment in two groups (case

(%7
Group n CR VGPR PR OR
Subcutaneous 12 2 (16.67) 4 (33.33) 3 (25.00) 9 (75.00)
Intravenous 14 4 (28.57) 4 (28.57) 2 (14.29) 10 (71.43)
P 0.652 1. 000 0.635 1. 000

CR: Complete remission; VGPR: Very good complete remission; PR:
Partial remission; OR: Overall remission
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Table 3 Response to courses of bortezomib treatment in two groups Ccase (%))

Subcutaneous group

Intravenous group

n CR VGPR PR n CR VGPR PR
After 4 courses 4 2 (50.00) 1 (25.00) 1 (25.00) 6 4 (66.67) 1 (16.67) 1 (16.67)
After 3 courses 7 1 (14.29) 4 (57.14) 1 (14.29) 8 — 6 (75.00) 2 (25.00)
After 2 courses 10 — 3 (30.00) 3 (30.00) 9 — 3 (33.33) 5 (55.55)
After 1 course 12 — 2 (16.67) 6 (50.00) 14 — 2 (14.29) 7 (50.00)

CR. VGPR. PR denote as same as table 2
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Table 4 Comparison of incident of adverse reactions in two groups Ccase (%))

Subcutaneous group (n=12)

Intravenous group (n=14)

Adverse reaction P
All grades =3 grades All grades =3 grades
Thrombocytopenia 2 (16.67) 0 7 (50.00) 2 (14.29 0.110
Weak 0 0 2 (14.29) 0
Gastrointestinal symptoms
Diarrhea 1 (8.33) 1 (8.33) 1(7.14) 1 (7.1 1. 000
Constipation 1 (8.33) 0 5 (35.71) 0 0.170
Nausea or vomit 2 (16.67) 0 1(7.14) 0 0. 580
Loss of appetite 2 (16.67) 0 1(7.14) 0 0. 580
Conscious disturbance 0 0 2 (14.29 0
PNP 2 (16.67) 0 9 (64.29) 1(7.14) 0.021
Edema 4 (33.33) 0 3 (21.43) 0 0. 665
Renal dysfunction 1 (8.33) 0 1(7.14) 1 (7.1 1. 000
Infection 5 (41.67) 2 (16.67) 6 (42.86) 1(7.10) 1. 000
Rash 8 (66.67) 0 0 0

PNP: Peripheral neuropathy
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