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N=-1032 eigible patiems

¥
Included Tor anatyels

M=351 perimenopIusal women

)

¥ ¥

329 (Ti8%) [o3ssiing 222 [26.1%)

mecaiged CHC racaived OO
l ¥

OHE (=515 & M | CC (=220
¥ ¥

OHC (n = 534) 12 monis ST {n = 155
¥ k

OHC (N =417 13 months oo N = 155)

OHE {n = 387) 24 monns CC(n =147
l ¥

OHC (N = 341) 30 monins S =130
- ¥

OHE (n = 318) 3B mamns SN =119

OHC, ossein-mydroxyapa®e  comgiex: OO, calGum carbonaie



2. Baseline Characteristics

OHC CC
Wariable {m=623) [n=222) P
Ape [years), mean (SO0 onhy 473 (3.0) 471 (2.8) 0485
Number of children (range 0-12), mean (50 1.801.0) 1.8{1.2) 0.827
inl?;ﬂ}umitant treatment {not calcium supplements), 131 (20.8) 41 (18.5) 0,452
Ape at menarche (years), mean (S0) 12.2 (1.4} 12.30(1.4) 0,208
Past contraceptive trestment, n (%) 213 [42.8) BE (45.7) 0458
Duration (years), mean (50) TO044) 6.6 (4.5) 0.572
Menstrua! cycle:
R=pgular (last 12 months), n{3%) 181 (30.8) TO{32.3) 0531
Periodicity changes {last 3 months), n (%) 228 (368 T1{32.7) 0.452
Armenorrhea (last 3-11 months), n{%) 188 (32.2) TE (35) 0458
Risk factors {habits)
Smoking status
Currznt smoking, n{%) 172 [27.8) T3{23.2) 0137
Cigarettes per day, mean (S0) 13.5 (5.4} 141 {7.5) 0.542
SEmoking habit (years), mean (50) 19.8 (7.5} 181 (8.7) 0157
Farmer smoker, n {3%) g (23.4] 16 {18.3) 0428
‘fzars after smoking cessation, mean (S0) 8.8 (6.5) 11.8 (6.4) 0108
Freguent alcohaol use 47 (T8} 19 (3.8) 0.732
Drinks & day (units), mean (30) 1.50 (0.7TH) 1.42 {0.51) 0.881
Caffzine use, n (%) 240 [44.6) 100 (50.3) 071
Reported calcium intake (mg'day), mean (S0 Ba2 (503) 995 (47E5) 0.873
Regular xsrcise, n (%) 226 (44.1) B2 (47.5) 0.358

BMI: body mazs index; BMO: bone minsrsl density; OHC: ossein-hydroxyapatite complex; CC:

calzium carbonate.



3. Outcome Measures

Adverse drug reactions:

Adverse drug reaction OHC CC P value
(n=629) (n=222)
n (%) n (%)

Total 17 (2.7) 17 (7.7) 0.001
Gastrointestinal complaintst 13(2.1) 13 (5.9) 0.005
Headache 3(0.5) 1(0.5) 1.000*
Dizziness 0 1(0.5) 0.261"
Dysgeusia 0 1(0.5) 0.261*
Back pain 0 1(0.5) 0.261*
Eczema 1(0.2) 0 1.000*
Weight gain 1(0.2) 0 1.000%

OHC: ossein-hydroxyapatite complex; CC: calcium carbonate.

1 Including: Dyspepsia, abdominal pain, flatulence, vomiting, esophagitis.

* Not statistically significant

Bone mineral density at the lumbar spine (T-score and g/cm2):

Ossein-hydroxyapatite complex

Visit n Mean (SD) P yalue?
T-score
Baseline 601 -0.61(1.11) -
V7-Baseline 299 0.01(0.82) 0.19
BMD (g/cm?)
Baseline 578 1.03(0.15) -
V7-Baseline 280 0.00(0.11) 0.34

ailgoxan test for change from baseline within groups
“Mann-Whitney U test for difference between treatment groups

BMD: bone mineral density

V7: visit at 36 months of follow-up
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Mean (SD)

5 (0.98)
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Between group

P yalue®
P yalue?
- 0.250
0.001 <0.001
- 0.057
<0.001 <0.001



4. Adverse Events

Adverse drug reaction OHC cC P value
(n=629) (n=222)
n (%) n (%)

Total 17 (2.7) 17 (7.7) 0.001
Gastrointestinal complaintst 13(2.1) 13 (5.9) 0.005
Headache 3(0.5) 1(0.5) 1.000*
Dizziness 0 1(0.5) 0.261"
Dysgeusia 0 1(0.5) 0.261*
Back pain 0 1(0.5) 0.261*
Eczema 1(0.2) 0 1.000*
Weight gain 1(0.2) 0 1.000%

OHC: ossein-hydroxyapatite complex; CC: calcium carbonate.

1 Including: Dyspepsia, abdominal pain, flatulence, vomiting, esophagitis.

* Not statistically significant




