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A Comparison of Effectiveness and Compliance among Alendronate
Pharmaceutical Products in Koreans

Jiwon Yoon®3, Byungkoo L ee

2. Youngchun Song?, Jaeyoun Kim?3, Hyeyoung Shin®,
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Alendronate is a bisphosphonate that selectively inhibits osteoclast-mediated bone resorption. Dosing convenience is an
important element for the enhancement of patient compliance and the effective management of osteoporosis. The pur-
pose of this study was to compare the effectiveness and compliance among alendronate pharmaceutical products(oral
once-weekly aendronate 70 mg, daily alendronate 10 mg, and once-weekly aendronate 70 mg with Vitamin D5 2800
IU) in terms of the change in bone mineral density (BMD), biochemica markers, and compliance estimates. A retro-
spective chart review was conducted in patients with osteoporosis who received alendronate 70 mg (Group 1), alendr-
onate 10 mg (Group 2), or aendronate 70 mg with Vitamin D4 2800 1U (Group 3) at the endocrinology department of
a hospital in Korea from Jan. 1, 1998 to Mar. 31, 2008. The primary endpoints were the increases in spine antero-pos-
terior BMD T-score and femur trochanter BMD T-score, and the compliance of aendronate products. Secondary end-
points included changes in bone turnover-related biochemica markers including bone-specific akaline phosphatase,
urinary N-terminal telopeptides (NTX) and osteocalcin, and in serum vitamin D4 concentration. There was no statistical
difference in the BMD increase among the three alendronate products;, spine BMD T-score increased by 0.49+0.52,
0.39£0.48 and 0.50+0.41, and femur trochanter BMD T-score by 0.29+0.42, 0.21+0.53 and 0.24+0.22 in Group 1, 2 and
3, respectively. With respect to the increases in femur trochanter BMD T-score and the decreases in NTX and osteocal-
cin, 70 mg once-weekly group was remarkably superior to 10 mg daily group (p<0.05) The compliance of 70 mg
once-weekly group was significantly higher than that of 10 mg daily treatment group (p<0.001). In conclusion, al
three dendronate treatment groups were equivalent in effectiveness, and the compliance of 70 mg once-weekly group

was better than that of 10 mg daily treatment group.

[] Key words - aendronate, effectiveness, compliance
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Table 1. Basdline char acteristics of study population

Kor. J. Clin. Pharm., Vol. 18, No. 2, 2008

Characterigtics Group 1 (n=117) Group 2 (n=60) Group 3 (n=40) p

Made (%) 10.26 8.33 15.00 < 0.0001
Age (years) 60.5 (11.4) 61.6 (9.7) 60.3 (10.7) NS
BMI (kg/m?) 237 (34) 22.9(35) 229(3.1) NS
Y SM (years) 16.8(8.9) 15.2(9.0) 12.4(10.1) NS

Therapy duration (days) 920 (523) 999 (565) 414 (64) <0.0001
Amount of Caintake (mEg/day) 30.3(16.6) 26.9(18.1) 26.6 (22.02) NS
Spine BMD T-score -2.78(0.87) -2.76 (1.05) -2.86(0.72) NS
Femur trochanter BMD T-score -2.12(0.80) -1.92 (0.95) -1.82(0.75) NS

Data are expressed as mean (S.D.). Group 1. dendronate 70 mg, Group 2: aendronate 10 mg, Group 3: aendronate 70 mg/Vitamin D3 2800
IU. BMI: body mass index. YSM: years since menopause. NS: Not significant.

F 3T AW e RS F 3419 o9l o] T fE
A 7ol BAFEE IS 124 HS A Q7 217 H 2| A}
=2 WA FrpsEe] o 2 A EHUH. Al AN
EAE et 167, HEF7|0E 329 9 ARETE
767 ©] 3+t

AT WY A T FAS BlE2 106 %, <142 894
wRAem A8E AR A% AA ZATelAM 60.7£10.8
A, AAZFAFE 23334 kg, H A 7172 15.9+9.04,
Zr4r B-geF0 28 7+18.1 mEg/day, basdine?] $3F FUE
TAH4E -279£0.89, ¥ basdine®] WEF U TS,
-2014£0.84% A7} B8 7|7HE A 9slaL, 2 15 7l #
o)guat xpol= EAhakA] ekokeh. 2 259 basdine 54
<= Table 1o A|AI=e] 9lct. B8 717ke] A9 k& A%
T AHE- 717Ee] xpel 2 Qls| Lol dA 3 xbe]7} 9
o AR B AR OF 139 2F 2 Abeldll= frel et
zto| 7k Gl A2 vielde

2 A7) Az Hrpgeel 852 FHEE THSY 71
AE=E= AR 2Agte| A 046£050, 15H=E ZH7} 0494052,
0.39+0.48, 0.50+041% JJelykon} 7+ 287k §-oaulsl
zfol = ER A skt HEE FEE TGS S AE
= AA EAro|A] 026£044, 1EFHE 77 0.29+0.42,
021053, 0.24+0.22% 15§ 1°] 7P ¥k}, 253
ol &= frolEhA] kst

Table 2. Increaserate of T-scorerelativeto basdine

53T FUE TG basdine tiv] F7182 A4 24
Thell Al 17.14283%, IFHE Z7F 17.5£22.2%,
16.1+42.7%, 17.2+14.5%= Vepston, 15712 f-o| sakst
Aol EAFA gtk HEF FLE TAHS T
AA 2R el A 12.4426.0%, Z1F5HE 27t 12.2421.5%,
12.3+33.7%, 11.4+24.0%°. 2 §-2]8kulsl o] el}R
okoke}. (Table 2)

F ZA LS HrHE SlE FEAR 23 FrpEgeEe]
Z7F 2 3 vjel Do 712 FA13F Aol Table 3
of| AAI= o] & v} Zo] F-Fo|A e QAR S A
2 vlEl] Do) 735 BAIHLE foldulet 2fo] & HolA
ket 12t N-el 25 efo] =} @ AH| 0 A0 A 1w
Zholl Fo4 2= Aol YRS AFFAA A NEl2
Hepo] =0 kA A X IF 200 vsiA 1§ 3] {23}
A F3L (p=0013), L2 H 7o A A X IF 39
25 20 vl8) el sl & A2 JERsek(p = 0.013).

3 E-g 31| w2 A3 2t Afe] H|ALE 93 1F 1
9 35 39| ARE FAlste] 1§ 20 w9} vl BA 5}
oJcH(Table 4). HEZ U= T-H52] Z74(p=0014), N-
gl 2 slelo] = 7hAek 9l @ A 974l ZHAEk(p = 0.001)1 A
ol ol zbelE Yelidl L, 1579l 18] E-83k = 15
(aendronate 70mg/F 1 % 2§ 3)°] "Wd F-83l= &
(alendronate 10 Mg/ )Xol 37} of 22 o= e}

Increase rate (%) Femur trochanter BMD T-score Spine BMD T-score
Group 1 (n=252) 17.5+22.2 12.24215
Group 2 (n=112) 16.1+42.7 12.3+33.7
Group 3 (n=40) 17.2+145 11.4424.0
Tota (n=404) 17.1+28.3 12.4+26.0
p NS

Group 1: dendronate 70 mg, Group 2: dendronate 10 mg, Group 3: aendronate 70 mg/Vitamin D3 2800 IU. NS: Not significant.
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Table 3. The change of secondary markers
Markers Group 1 Group 2 Group 3 p
B-ALP (U/L) -9.74 (16.3) -9.00(14.9) -16.27 (16.1) NS
NTX (BCE/mM) -23.37(38.0) -343(31.1) -49.72 (45.2) <0.0001
Osteocalcin (ng/mL) -5.87 (11.7) -8.04 (16.0) -14.34(8.9) <0.05
Vitamin D (ng/mL) 15.73 (17.4) 10.04 (16.8) 17.41 (19.7) NS

Group 1. alendronate 70 mg, Group 2: aendronate 10 mg, Group 3: dendronate 70 mg/Vitamin D3 2800 IU. B-ALP: Bone-specific akaine

phosphatase. NTX: N-terminal telopeptides. NS: Not significant.

et

Eobrgxe] AS g @A vepd Gl =R olE
10mg LF2] o] 80% o]Atelw A F el =2
o|E 70mg 59 75 90% oA E A 1§ BF 5
SHA| veRsteh. ok - 1w 104 91.7+9.7%,
25 29} 3ol A 77t 84.3+12.7%, 96.5+9.9% = lEbG L,
57 2pel9] pghe <0.001°02 A IF 7He] £8Ee
frej@ntst zbeo| 7} 9l A o2 eyttt Bonferroni WS
B3 A HA A9, 2F 27 4 2F Up < 0.001), ¥
% 3(p < 00007 o)A sl Afel7t e Ao wE
Hom 15 137 15 3 Aol Abolell = oA o] glsdeh.

=g B8 Slgpo] wpE A 7F 2e] ¥ ZE $J3 1F 1
9 % 39 ARE Akt 1§ 28] A4me) vt A
15U 13] 5-83= 259 A% FHF 92.3+9.96%=, i
o] 13] B85} 189 84.3+12.7%K ) &S =7} FElE
=2 7 (p < 0.001) 22 Yehgt),

o Y HE
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= 3 571 g e I 7
o7 Wdste] dHMEFYO]E 10mg FAE=RolE
70mg, = R EZVo|Evel] D E3AAE A vt
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< s F ML T ARA 7kl FAEE AES
Aozt 217 W] RS W R ofF 58 A5 =1
= A ARE e R 833 gl diE e IUE TS
o SF AES ZAeGI o] 3 3 3] ol FHE A
W g A 713l whE FRE 1A S A
EFE A Ao sigled, AR A 3 A
shte] Wzt 24 wldkel Hgled, A7 A8E W
2ake] 74, & b 4 A9] ST B Aol
k. ol AL 7P Hel AR E3AAS A
2 BARE(LF 97 vlarste] )& A BAIR 47I7F AR
HAAR dAE=2 ] E 70mg(EH 1) B AW =R ol E
10my(F 2) LHElA FEBAE A3 Bl
FHes AR A FEE IR A =4
= olshs Blele. ol Wt 84 7S S8 & AT
oI/ BMDS| TA4 37F A=E F7pia=E shaled,
°l& BMD $A7} 2 AHUES Mo, Aoz A=
off Aaf wh2A wheshar, s} A7 At 24 el A
7hg 53t AEE we] 54E wiedsly] wjeleh Y 53]
P =2 o] E2] A, BMD 9] F7F Fo] AFA 43}
= AT A0 A uE gk A=t frofsl =i
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& 7P Rl AAE ¢ 9le 85 BMDO| TA

Table 4. The comparison of effectiveness among groups based on administration frequency

Characterigtics g‘gj&% gffg; p
Increase amount of spine BMD T-score 0.48+0.49 0.39+0.50 NS
Increase amount of femur trochanter BMD T-score 0.29+0.38 0.18+0.39 <0.05
Increase rate of spine BMD T-score (%) 16.97+20.48 16.37+43.27 NS
Increase rate of femur trochanter BMD T-score (%) 13.12+20.97 10.66+28.78 NS
Increaserate of B-ALP (U/L) -10.9+16.7 -0.0+14.9 NS
Increase rate of NTX (BCE/mM) -29.8+41.3 -34+31.1 =0.001
Increase rate of osteocacin (ng/mL) -6.9£11.6 -8.0£16.0 NS
Increase rate of vitamin D5 (ng/mL) 16.2+18.1 10.0+16.8 NS

Group 1: aendronate 70 mg or aendronate 70 mg/Vitamin D3 2800 1U, Group 2: dendronate 10 mg
B-ALP: Bone-specific akaline phosphatase, NTX: N-terminal telopeptides. NS: Not significant.
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