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Objectives: The purpose of this study was to evaluate the effects of oral 25(OH)D on vitamin D related
bone metabolic factors and adverse events in Korean postmenopausal women with osteopenia and

osteoporosis.

Methods: A total 60 women from outpatient Department of Endocrinology and Metabolism were enrolled
in this study. A phase IV clinical frial was conducted in which a randomized double-blind, placebo-
confrolled study with calcifediol (Coldiol®, 20 1g daily; Medica Korea Co., Ltd., South Korea) or placebo
for 8 weeks. Serum 25-hydroxyvitamin D and parathyroid hormone levels were measured at 0, 4, and 8

weeks and adverse events were monitored.

Results: In the calcifediol group, the serum 25-hydroxyvitamin D levels were>75 nmol/L in 90.3% of the
subjects at 8 weeks, and significantly higher compared with the placebo group (102.1£32.0 vs. 31.5£12.0
nmol/L; P<0.0001). Although the serum PTH level was significantly decreased affer 8 weeks in the
calcifediol group (P<0.01), there was no significance when compared with the placebo group (21.1+7.7

vs. 256.6112.7 pg/mL; P=0.234). There was no drug-related adverse event.

Conclusion: Oral calcifediol improved serum 25-hydroxyvitamin D status without drug-related adverse

events in Korean postmenopausal women with osteopenia and osteoporosis.
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Table 1. Clinical characteristics at baseline (mean®=SD or %)

Characteristics Caldiol® (n=31) Placebo (n=29) P-value zfor
t-test or X -test
Age (years) 58.32+6.79 57.8615.24 0.771
Time since menopause (years) 10.61+7.41 7.74%5.46 0.095
Height (cm) 155.2114.59 155.74£5.77 0.694
Weight (kg) 57.431£5.96 59.39+8.71 0.311
Past history of fracture or osteoporosis (any site) 25.81% 13.79% 0.245
Family history of fracture or osteoporosis 6.45% 13.79% 0.344
BMD at the L1-L4 (g/cmz) 0.96010.109 0.93710.092 0.389
T-score L1-L4 —1.52+0.89 —1.66%0.72 0.509
BMD at the total femur (g/cmz) 0.842+0.078 0.855+0.111 0.621
T-score total femur —1.03%0.61 —0.87%£0.92 0.436
BMD at the femur neck (g/crnz) 0.783£0.078 0.799+0.094 0.459
T-score femur neck —1.2610.63 —1.03£0.75 0.207
BMD at femur trochanter (g/cmz) 0.648+0.072 0.666%0.103 0.437
T-score femur trochanter —0.8410.67 —0.70£0.95 0515
BMD at femur wards (g/cmz) 0.578+0.075 0.614£0.111 0.147
T-score femur wards —1.9810.64 —1.791+0.86 0.347
Serum calcium (mg/dL) 9.39+0.36 9.42+0.37 0.747
Serum phosphorous (mg/dL) 3.5410.51 3.52+0.55 0.914
Serum 25(OH)D (nmol/L) 34.84+12.31 28.03+11.29 0.030
Intact PTH (pg/mL) 26.281+12.43 28.05t£13.97 0.605
HE2-Z2 AR A (repeated measures ANOVA)S ©] 140+ P=0.001
Fotdrh. BE 54 242 SPsS 1708 A&k 20 T
ovl, P<005Y A¥E $AMLE feleieha g7k 10 P<0.0001
skaiet ; 227 ~ Caldiol®
8 -a- Placebo
2 S
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baseline 4 weeks 8 weeks
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HolA] ¢kgkor} &% 25-hydroxyvitamin D 5+
ZA A oA QekrEe folsiAl =9k

(Table 1).
2. 8% 25-hydroxyvitamin D

Ux FaA H7) dEel &% 25-hydroxyvitamin
= H| 5 7|AX ol 7 F7boll 93 HFzk

Fig. 1. Changes in the serum 25(OH)D during 8 weeks
of treatment

cEzlon, ol SAIFLE §23 PEk(P<0.0001)
= YR 2, 71X & BAsels wol: £-23
Aol & VeI ch(Fig. 1).
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Table 2. Changes in the serum and urine parameters during 8 weeks of treatment

Variables Caldiol® (n=31) Placebo (n=29) P-value*

Week 0 4 0 4 8 Interaction
effect
Serum calcium (mg/dL) 9.39+036  9.46%035 9461043 9.42%0.37 9.3710.34 9.43%0.31 0.468
Serum phosphorus (mg/dL) 3.5410.51 3721049 3.62+049 3.524+0.55 3421048 3.4710.44 0.074

Serum alkaline phosphatase  72.97+20.22 75.71%£19.3 75.07£18.77 82.41£30.34 81.79126.92 80.93+23.14  0.246

(U/L)

Corrected serum calcium
(mg/dL)

Urine calcium (mg/dL)
Urine phosphorus (mg/dL)

9.0210.37

9.05£0.34  9.06%+0.36

9.04+0.35  8.99+0.28  9.02£0.25 0.701

12.55+5.76 13.86+5.80 14.32+5.73 12.57£7.39 12924853 14.07+10.18  0.838
50.62+27.87 57.58+33.68 51.48+29.33 54.15+23.79 48.02£27.25 51.45%£3125  0.273

Urine calcium-creatinine ratio 14.00£8.13 14.21£7.36 15.961£6.29 10.17+£6.29 11.88+7.06 12.44%+7.95 0.602

501 P=0.179
-+ Caldiol®

401 -#- Placebo
£ 30
>
& ] P=0.234
T 204
(=
o

104

P<0.01
baseline 4 weeks 8 weeks

Fig. 2. Changes in the serum PTH during 8 weeks of treatment

28%(90.3%)°| 75 nmol/L ©]&oll =2}t 9ok
oA &F 25-hydroxyvitamin D %7} 75 nmol/L
ol ell =tk Agle] gigiet.

3. 85 FAMMEEEN 2F Z=-301E|H H]

7t 259 AT AR AR 85 3] dF A
FATEE FXE vl BokE o, ZAEY ST
ANAE FAFSE fFo3 TAEE HASLKP<
0.01) $JekrollA= 28A ekgrk(P=0.179). 1E A
ok dF FAAAZE R A A7) Aol whE A
AARQ 7 25 7He] FARLE {3t Kol B
o] 7] ¢k9kth(P=0.234) (Fig. 2). £ Zr-Adlobeld
Hlo| A = A 7ke] Adell b F 25 7] SAA
o7 §97 zolE 319 thP=0.602) (Table 2).

4. oHEH

ZAAY ST 68(194%)014, St 21

Table 3. Adverse events

Caldiol® Placebo

(n=31) (n=29)
Total number (%) 6 (19.4) 2 (6.9)
Asthma* 1 0
Back pain* 1 0
Edema, weight gain* 1 0
Proctorrhagia* 1 0
Right knee joint pain* 1 0
Gastrointestinal disorder 0 1
Knee pain* 1 0
Tingling sensation* 0 1

*not related with medication, Mess likely related with
medication
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D 25~50 nmol/L), F&%(25-hydroxyvitamin D 7.5~
25 nmol/L), %%(25-hydroxyvitamin D<7.5 nmol/L)<]
3THA| 2 B3l staging systems A9k} o, 2+
cHAl A & B2 32 E2 2 15%, 15~30%,
30% ol S7HE Aelsta, ] e o]2X
e Zlol ol A7 #A9 WA dEF
25-hydroxyvitamin D2] %% 75 nmol/L o] FA&
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