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A Interventional Study in a Real Life Setting to Assess the Clinical
Efficacy and Effect on Fracture in the 1 Year after Injection
of Zoledronic Acid in Osteoporotic Patients
with Long Bone or Spine, Pelvic Fractures

Jaewon Lee, M.D., Joonguk Kim, M.D., Byeungjik Kang, M.D., Jaedong Kim, M.D.,
Ki-Chul Park, M.D., and Ye-Soo Park, M.D.”"

Department of Orthopedic Surgery, Hanyang University Guri Hospital, Hanyang University College of Medicine, Guri, Korea

Purpose: We studied the improvement of back pain in vertebral fracture and fracture healing in non-vertebral fracture after treatment with
zoledronate in postmenopausal patients.

Materials and Methods: Postmenopausal women with bone mineral density (BMD) T-score of -2.5 or less and existing vertebral
fractures or non-vertebral fractures between January 2011 and June 2012 were included. Patients received a single intravenous infusion of
zoledronate within 3 days after diagnosis of fractures. The primary outcome was BMD and secondary outcomes were visual analogue scale
(VAS) for back pain, fracture healing, and new clinical fracture.

Results: T-score increased significantly in the vertebral fracture group (n=97) and non-vertebral fracture group (n=31) at 1 year (p<0.05). The
average VAS for back pain decreased significantly in the vertebral fracture group (p<0.05) and there was no delayed union, nonunion in the
non-vertebral fracture group. There was no re-fracture and 3 new clinical fractures (2.34%) occurred during the follow-up period.
Conclusion: Zoledronate, as treatment in postmenopausal osteoporosis patients can improve BMD, reduce back pain in vertebral fracture,
and has no negative effect on bone healing after fracture in non-vertebral fracture.
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5918 w1 o] 2oJHTH2010-01-041). 20114 1€H-E 2012 6
H7HA] e U Q5 ZU T AN TH47F-2.54 o5kl
H77] o] %9 Ftha5 o/d SxfollA HE 9 v|H S FHo]
SRS St 5 Aqtoll S2l9t 2532t e = skl o] T
A1 84 (creatinine clearance 35.0 ml/min 09}, AZ-&d3(E3
calcium 8 mg/dl S-2 2.0 mmol/L U]gh2el 3kxjo| AL} T2 o5k
A gl JATHA ZA| 2 Qloto] AtAke] skl ofste] | 9|t
OfF 5f= B2}, 1L o 7] &40 = Qg 4, A ¥4 24, =
g1 A 24, HF AP sold AF 717] =0l U
9 2L 245 Wrdew due Z4o] Sl k= AQlsk
o} o] F AA7IE e 129, 2 FA] ATl
Qletal 2|F 10290(53.1%)5 /o= o)
H| 23 24 319 $lckFig. D). v] 35 242 g A2t 24

R =2
HE T8 70, 9] 85 &4 60|, & T EE 4

140], AE 7 2 9 o
gon), thElZ WA BUIY AR 15 BEL B BhA
HAEE AW wekn 0 BH A FEU nHEL AY
Wk

FUE 24 2 $el 532 el ZHsteon] ojgl A,
FAGA BHol AAE RFE A Li-49| e F Y
= gho] FEADO] TS Ward 412 Aele BE 29l0] 7h
4 e THS, BUE FHelem)S ST 358 ZUsR

Y|o] E(Aclasta; Novartis Pharma GmbH, Niirnberg, Germany: 5
mg/100 mDE oA SUE 54 T34 HWEEHE &Rl £3
o Woll 13] Fofste s shQith A Fof A 37id o] 2=
AA A7} S Alolls EUE HARS AlloHA] Fgton] Fof
19 & A T2 Qlote] TUEE ASHoIth 5= 4 &
ZFof| A visual analogue scale (VAS)S ©]-85to] @38 =8 A
£ 5o £ 47 B¢ uls S5l oy Fo & 235 559
HBE ST o] F YUY 2 ] B g4It dE=
5ol ghste] A3 dde Al AR5 2ot Y Ld=RE
39 Holl A3 dF =S Aottt Be b= Fo] 93,69,
1271 Lof] AY-Zote s shglon M2 o4 P AEH 2

e RARSHAT S9] vl A TS SRt FAbolA = T
o

f
ol
2

K
i)
1o
o

YA FARE Bl 2HY 47 452 Salsial), B2
of fahe YAH W YA F1%0) TAste] T o] )
of w92 WAl 38 ol’3e] 742 o] Hol 1 AF skt o]
aha] A4 B30l g A9 ATskE oY Al A E
Z-4ap0] ol RolxA Qrotm B A fol YA W 4
B A BaToR WSt O WIS Slstel Rarg
SPye] fRok Uy Al 80| SRl stel 24

IBM SPSS ver. 19.0 for Windows (IBM Co., Armank, NY, USA)
£ o]-&sto] A A& AlgstA L, dat 9 o]zt farA FUt
Aol tigt F7HE Aol 13] o] Wk Wis HHXE i
© 2 intent-to-treat (ITT) &4 AlFstlon, ¢F4 B71 &



322

Jaewon Lee, et al,
Table 1. Change of BMD
Group Baseline After 1 year p-value
Study group (n=128)
Vertebra T-score -3.00+0.77 -2.70+1.47 <0.05
Femoral neck T-score -2.80+0.77 -2.70+0.87 <0.05
Lowest T-score -3.40+0.70 -3.20+0.76 <0.05
BMD (g/cm?) 0.41+0.07 0.45+0.08 <0.05
Vertebral fracture group (n=97)
Vertebra T-score -3.14+0.85 -2.76+1.61 <0.05
Femoral neck T-score -2.92+0.84 -2.76+1.09 <0.05
Lowest T-score -3.55+0.71 -3.30+0.79 <0.05
BMD (g/cm?) 0.40+0.07 0.45+0.07 <0.05
Non-vertebral fracture group (n=31)
Vertebra T-score -2.85+1.03 -2.71+0.84 <0.05
Femoral neck T-score -2.71+0.61 -2.46+1.01 <0.05
Lowest T-score -3.26+0.99 -2.94+0.80 <0.05
BMD (g/cm?) 0.42+0.08 0.47+0.09 <0.05

Values are presented as mean=standard deviation. BMD, bone mineral density.
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Table 2. Change of Back Pain (VAS) in Vertebral Fracture Group Who
Didn’t Have Vertebroplasty (n=71)

Period VAS
Baseline 6.4+2.2
1 week 6.2+2.0
2 week 55+1.9
3 week 4.6+1.8
4 week 4.0+11
p-value <0.05

Values are presented as mean=standard deviation. VAS, visual analogue
scale.

7 VAS change of back pain

VAS

0 T T T T 1
Baseline 1 week 2 weeks 3 weeks 4 weeks

Period

Figure 2. Change of back pain (VAS) in patients with vertebral fracture.
VAS, visual analogue scale.
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Table 3. Adverse Events in Zoledronate Treated Patients (n=253)

Adverse event Number (%)
Total 11 (4.34)
Flu-like symptom 6 (2.37)
Nausea/vomiting 1(0.39)
Dyspepsia 1(0.39)
Joint swelling 1(0.39)
Arthralgia 1(0.39)
Dizziness 1(0.39)
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