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eyren | FEEE i edp 4 e
intent-to-treat population :1,434 healthy
women >45 yr of age who were at least 1
yr postmenopausal.
Women were stratified into two strata
5-groups: based on time since menopause: (1)
bazedoxifene [women who were 1-5 yr postmenopause
Mi 10,200r40 |and (2) those who were >5 yr
iller et al 2
2008[6] RCT years mg/d: postmenopause.
raloxifene 60
mg/d, Women who were postmenopausal
or placebo  |between 1 and 5 yr had to have at least
one of risk factors for osteoporosis:
lumbar spine or femoral neck BMD
T-scores between —1.0 and —2.5 as
measured by DXA, a family history of
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fracture, bilateral oophorectomy, current
history of smoking, small-boned and/or
thin frame (weight < 58 Kkg), inadequate
intake of calcium, and little or no
weight-bearing exercise.

Women who were postmenopausal for
>5 yr had to have the following inclusion
criteria: lumbar spine or femoral neck
BMD T-scores between —1.0 and —2.5 in
addition to one of the following risk
factors

intent-to-treat population : 6,847 healthy
women between the ages of 55 and 85 yr
were eligible for study inclusion if they
were at least 2 yr postmenopausal and

éagzreoduop;i.fene had_ osteop_orosis, define_d as low BMD or
_ 20, 40 mg/d radlographlcally confl_rmed vertebral
Silverman 3 ’ .o ' |fractures. Subjects without prevalent
or raloxifene )
et al RCT 60 ma/d. or vertebral fracture were required to have
2008][7] years mg’d, lumbar spine or femoral neck BMD
placebo. i bet 25 and 4.0
taken oraIIy ) SCOI'e-S ctween . ) an .
once daily. (inclusive), whereas subjects with
prevalent vertebral fracture (at least one
mild vertebral fracture) were required to
have lumbar spine and femoral neck
BMD T-scores not worse than —4.0.
LY i By E
Primary efficacy |BMD
endpoint: After 24 mo of treatment, lumbar spine BMD was
percentage significantly (p < 0.001) greater in all bazedoxifene
change from treatment groups than in the placebo
baseline in BMD (group.
of the lumbar Mean differences in percent change in lumbar spine
spine (L,—L,) BMD from baseline to 24 mo relative to placebo
after 24 mo of  |were 1.08 + 0.28%, 1.41 + 0.28%, 1.49 + 0.28%, and
therapy. 1.49 £ 0.28% for 10, 20, and 40 mg bazedoxifene
Miller et al and 60 mg raloxifene, respectively (p < 0.001 for all
2008[6] |Secondary comparisons).
efficacy Comparable BMD responses were observed at other
endpoints: body sites.
percentage Serum bone markers

change from
baseline in BMD
of total hip,
femoral neck,
and femoral
trochanter after

Women in the bazedoxifene and raloxifene groups
showed significant (p < 0.001) reductions in serum
osteocalcin and CTX compared with women in the
placebo group throughout the study. At month 24,
treatment with bazedoxifene 10, 20, and 40 mg
significantly reduced median serum osteocalcin
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24 mo of
therapy.

Other secondary
endpoints :
changes in
biochemical
markers of bone
resorption
(serum type 1
collagen
C-telopeptide
[CTX]) and bone
formation (serum
osteocalcin) and
lipid parameters.

levels from baseline by 21%, 22%, and 22%,
respectively (p < 0.001, all bazedoxifene doses
versus baseline and placebo) compared with 6% and
27% reductions from baseline with placebo and
raloxifene, respectively (p < 0.001, placebo and
raloxifene versus baseline). Bazedoxifene 10, 20,
and 40 mg decreased serum CTX levels by 25%,
24%, and 22%, respectively, at 24 mo (p < 0.001, all
bazedoxifene doses versus baseline and placebo),
whereas placebo and raloxifene decreased this bone
marker by 13% and 32%, respectively (p < 0.001,
placebo and raloxifene versus baseline).

Adverse events

Overall incidences of adverse events, serious adverse
events, and discontinuations caused by adverse
events were similar between groups. The most
common adverse events included headache,
infection, arthralgia, pain, hot flush, and back pain.

Silverman et
al 2008[7]

Primary
endpoint :

the incidence of
new
radiographically
confirmed
vertebral
fractures (T,—L,)
among women in
the bazedoxifene
and placebo
groups after 36
mo of treatment.

Secondary
endpoints:
incidence of
clinical vertebral
fractures and
nonvertebral
fractures;
changes from
baseline in BMD
of the lumbar
spine, total hip,
and femoral
neck; and
changes from
baseline in the
levels of
biochemical

the

Vertebral fracture

the incidence of new vertebral fractures was
significantly lower (p < 0.05) with bazedoxifene 20
mg (2.3%), bazedoxifene 40 mg (2.5%), and
raloxifene 60 mg (2.3%) compared with placebo
(4.1%), with relative risk reductions of 42%, 37%,
and 42%, respectively. The treatment effect was
similar among subjects with or without prevalent
vertebral fracture (p = 0.89 for treatment by baseline
fracture status interaction).

Nonvertebral fracture

The incidence of nonvertebral fractures with
bazedoxifene or raloxifene was not significantly
different from placebo. The incidence of all
nonvertebral fractures was 5.7% and 5.6% for the
bazedoxifene 20- and 40-mg treatment groups,
respectively, compared with 5.9% for the raloxifene
60-mg treatment group and 6.3% for the placebo
group. In a post-hoc analysis of a subgroup of
women at higher fracture risk (femoral neck T-score
< -3.0 and/or >1 moderate or severe vertebral
fracture or multiple mild vertebral fractures; n
1772), bazedoxifene 20 mg showed a 50% and 44%
reduction in nonvertebral fracture risk relative to
placebo (p = 0.02; HR, 0.50; 95% ClI, 0.28-0.90) or
raloxifene 60 mg (p = 0.05; HR, 0.56; 95% ClI,
0.31-1.01), respectively. A lower incidence of
nonvertebral fractures was also seen with
bazedoxifene 40 mg (6.5%) compared with placebo
(9.1%; p = 0.21; HR, 0.70; 95% CI, 0.40-1.20) or
raloxifene 60 mg (8.4%, respectively; p = 0.36; HR,
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markers of bone |0.78; 95% CI, 0.45-1.35).

resorption BMD
(serum type-1  |Significant treatment effects were apparent within
collagen the first 6 mo of therapy in all three active treatment

C-telopeptide  |groups and were sustained throughout the study; a
[CTX]) and bone [small increase was also observed in the placebo
formation (serum|group.

osteocalcin). There were small but statistically significant
differences in BMD response at the lumbar spine and
total hip between the bazedoxifene and raloxifene
treatment groups throughout the study (p < 0.05):
Differences in the mean percent change in lumbar
spine BMD from baseline to 36 mo for bazedoxifene
20 and 40 mg and raloxifene 60 mg were 2.21 *
0.16%, 2.38 + 0.16%, and 2.96 = 0.16 (SE),
respectively, compared with 0.88 = 0.16% for
placebo (p <0.001).

Differences in the mean percent change in total hip
BMD from baseline to 36 mo for bazedoxifene 20
and 40 mg and raloxifene 60 mg were 0.27 £ 0.12%,
0.50 £ 0.12%, and 0.90 + 0.12% (SE), respectively,
compared with —0.83 + 0.12 for placebo (p < 0.001).
Safety

the incidence of adverse events, serious adverse
events, discontinuations because of adverse events,
and deaths in the bazedoxifene groups were
generally similar to that in the placebo group. The
most common adverse events were abdominal pain,
accidental injury, arthralgia, back pain, flu
syndrome, headache, hypertension, infection, and
pain. The incidence of vasodilatation (hot flushes)
and leg cramps was similar among the bazedoxifene
and raloxifene treatment groups and significantly
higher than that reported with placebo.

The number of cardiovascular events was low and
evenly distributed among treatment groups. There
were no significant between group differences in the
incidence of stroke.

The incidence of venous thromboembolic events
(VTEs; deep vein thrombosis and/or pulmonary
embolism) was higher in the active treatment groups
compared with the placebo group (bazedoxifene 20
mg, 0.7% [n = 13]; bazedoxifene 40 mg, 0.6% [n =
12]; raloxifene 60 mg, 0.5% [n = 10]; placebo, 0.3%
[n = 5]). There were no significant differences in the
incidence of VTEs among the bazedoxifene and
raloxifene treatment groups.

There were no significant differences in the
incidence of breast cancer among treatment groups,
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although it occurred with lower frequency in the
bazedoxifene treatment groups relative to the
placebo and raloxifene 60-mg groups. Reports of
endometrial carcinoma and endometrial hyperplasia
were low and similar among treatment groups. A
statistically significant difference was observed in
the incidence of breast cyst and/or fibrocystic breast
disease with raloxifene 60 mg compared with
placebo or bazedoxifene.

A. Miller® £ 2§25k 3

& Miller = 4 »:2008[6]:7 % # » & 2 f&k # 7 % % ¢ > bazedoxifenez #73 |
T ARRRE R e ety BRI ;’K“‘ gl ¥ B4 o Bazedoxifene 10 mg ~ 20
mg ~ 40 mg % raloxifene 60mg /%24 * (&> "E4g(L1-L4) ek % & ez cnp A vt
AP A e & s 5 1.08+0.28%~1.41 £ 0.28%~1.49 £ 0.28% % 1.49 + 0.28%
(p < 0.001 for all comparisons) > # = £ {838 = c7BMD & J& 7~ 5 #f 12 - Bazedoxifene
% raloxifene teis gy = B 7 {800 2 T @Bk &0 (241 ¥ )pF o 3 fAE - ¥ 42 BMD
e - 5 4piuene fibone turnover# f* 34k 2 w i F 4T % (serum osteocalcin) &
CTX= & - bazedoxifene % raloxifene e 4p # 3t % [ #| & > ¥ & % (p < 0.001)*% i1
serum osteocalcin CTX o /%241 * {5 bazedoxifene 10 ~ 20 ~ 40 mg ~ % /& & e
% raloxifene 60mg*# 4 ¥3serum osteocalcin=tg & F 4 vb o AP AT A AH B A B G
21% ~ 22% ~ 22%, ~ 6% % 27% (p < 0.001) ; *% i<serum CTX:erkg & F 4 v* 4p >t
LA B o W]25% ~ 24% ~ 22% ~ 13% % 32%(p < 0.001) - ERE 3 L F BE E - Bk
T BEECFL AL BEEA S BRI F AL BT AT L7
LFRFECHER R R MER - BRR - FERTR

B. Silverman¥ % 2_f&nk = 7

aSilverman® 4 »:2008[7]0% # = & 2 Tek A~ g ¢ 0 A & fondp ik 5 ATH
4 442 # 472 3 2 I (incidence of new vertebral fractures) - # 3 & %

(1) #7242 F g b o F 37

Bazedoxifene 20 mg ~ 40 mg # raloxifene 60 mg & 773 4 2 4 fa b & F Freg
4 &35k F K3t % § A e (bazedoxifene 20 mg (2.3%) - bazedoxifene 40 mg
(2.5%) -~ raloxifene 60 mg (2.3%) compared with placebo (4.1%) (p < 0.05)) -
Bazedoxifene 20 mg ~ 40 mg % raloxifene 60 mg¥+>+ % 775 4 ¥ o ¥ $r4p ¥ h
W H] 5 42% ~ 37T% % 42% - bazedoxifene 20 mg ~ 40 mg % raloxifene 60 mg¥+3t 3¢
A gt drasRgscdk 5 4p e

(2) 24t 2 Bl F
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e A2 42 £ F 47 (nonvertebral osteoporosis-related fractures) = m
bazedoxifene 2 raloxifene z. & i e 4 F ip >t % A P & B ¥ £ B (the
incidence of all non-vertebral fractures was 5.7% and 5.6% for the bazedoxifene 20-
and 40-mg treatment groups, respectively, compared with 5.9% for the raloxifene
60-mg treatment group and 6.3% for the placebo group) - 4-¥+¥% 37k *& B - B
=t *% ¥ (femoral neck T-score < —3.0 and/or >1 moderate or severe vertebral fracture
or multiple mild vertebral fractures; n = 1772) 1% {4 & 7 » bazedoxifene 20 mg ‘= &g
7+ #% A e % raloxifene 60 mgie s " 2R a2 37k *& £ 50% % 44% (p = 0.02;
HR, 0.50; 95% CI, 0.28-0.90 in placebo; p = 0.05; HR, 0.56; 95% CI, 0.31-1.01 in
raloxifene 60 mg) - Bazedoxifene 40 mg.e ~ %27 #% & % % raloxifene 60 mg e
7 R azE e F 378 2 5 (6.5% in bazedoxifene 40 mg compared with placebo
9.1%( p = 0.21; HR, 0.70; 95% ClI, 0.40-1.20) or 8.4% in raloxifene 60 mg [ p = 0.36;
HR, 0.78; 95% CI,0.45-1.35) ) »

(3) * % A BMD% it

ABMD= & > = BE s e BMD#  Ais (6 7 FF D Rk E
(3618 1) > Apdst & R ‘E"TS”‘ BEFaysR»wE L X AR LRI ER
BMD3 4v o ¥ % & H% it {bazedoxifenefrraloxifene & § ety ie i 23 & & 0
£ B 5 %360 * ¢ > bazedoxifene 20 ~ 40 mg % raloxifene 60 mg=*gta # % & %
it F At s 5221+0.16% ~2.38+0.16%% 2.96 + 0.16 (SE) > < &&= 5 0.88
0.16% (p < 0.001) ; “fgM & cn¥ BRI F A £ % 5027 £ 0.12% ~ 0.50 +
0.12%% 0.90 + 0.12% (SE) » = ] % 5 —0.83+ 0.12 (p < 0.001) ; raloxifene % z_ #
T BB 4o tg R P40 2 BER & 35 e % >0 5 fEA £ 2 bazedoxifene » ¥ if 3t
¥ -

(4) % 242

B% 2122 5 > bazedoxifenele eng 1F* 3 4 S B B iEF S F)RIEF A
WHRBRZ W B E = 2 b B FAR A e B LRI LT T
FRSTREREM CFER B BRAZERR o a2 0 g KR (Ao 2 (hot
flushes) ) ~ #2330 45 (leg cramps)2. +* | | bazedoxifene s #7 raloxifene e 4p iz » @
HEZ T RHE Ao F AR Z B IE* a0 RNk @“3@ | o g 4 gl
Pl E AR L 0 fe BF festrokesF A vt B ra R F e LR RERKREREE
(venous thromboembolic events; deep vein thrombosis and/or pulmonary embolism)
% bazedoxifene ‘= {rraloxfiene = & & ¥ % *t % [ ® .= > @ bazedoxifene ‘& {v
raloxfiene = ¥ & &7 % % 2 (bazedoxifene 20 mg, 0.7% [n = 13]; bazedoxifene 40 mg,
0.6% [n = 12]; raloxifene 60 mg, 0.5% [n = 10]; placebo, 0.3% [n = 5]) - A 5' %>

e B ag 4 X EkgF LR > @ bazedoxifene ' Ap g % F A 2o
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raloxifene 60mg = B % | e M e gd 4 L B o B PF S WA F 4 F PN R
(endometrial carcinoma)% =+ ¥ p #3424 (endometrial hyperplasia):favt 5] i€ 2 =
e B AP I > Bt 5 & ' (breast cyst) 2t 5t % &t 4 *d (fibrocystic breast disease)
* & B % I raloxifene 60mg e (1.7%) 3 %8 ¥ % ** bazedoxifene ‘= (20mg: 0.7%;
40mg: 0.6%)%= placebo & (1. 0%)z_ -3 o

1. CADTH (4 £+ )~PBAC (i#/)~NICE (¥®) 2 SMC () = ¥
KA emi A ® 101 # 7 7 31 p ok & & bazedoxifene #p B 7oA o
Cochrane F# A% 2 W 101 # 7 » 31 p ik 4 j& bazedoxifene * »™4F* i i
fo b FanRlm ke L;Jew«/éﬁiﬁ% °

2. BARARERGApR ATC 552 4l (8% 4] P o iEike 3 %12 § bR
B L R NN AR T i et R e E & > & raloxifene B R E
bazedoxifene ¥# raloxifene z_ & # ¢ &7 RCT fk 3% ~ /I?e y Bk ouiEik
v 17 raloxifene % Frc 4 ¥ & o

3. Bazedoxifene £2 raloxifene chfg/k i »ait fin g & 4o ¢
(1) % Miller & + = = #p#= 7 ¢ > bazedoxifene 2 raloxifene ¥+ *&42 2 H

s 4 23R = BMD % it 5 4p iz - Bazedoxifene 10 mg ~ 20 mg ~ 40 mg
% raloxifene 60mg /o 24 B * 18 > "E4a(L1-LA)F B R 2| 4 4P
WA A e > w5 1.0820.28% ~1.41+0.28% ~ 1.49 £ 0.28% % 1.49
+ 0.28% (p < 0.001 for all comparisons) -

(2) % Silverman % + = & #pcr#7 7 ¢ » bazedoxifene = % raloxifene = % 37
FA 2 KM & F ey 4 Xk ¥ M % F A 2 > bezedoxifene
20mg ~ 40mg - raloxifene 60mg 4= placebo & & & 5 2.3% ~ 2.5% ~ 2.3% ~
4.1% (p<0.05)- i & 2-% 3 2_ # £L44 ¥ $r(nonvertebral osteoporosis-related
fractures)* & - bazedoxifene # raloxifene 2. & ;5 fe ey 4 Fipfot =
BRI EEFLE o 24T ITh 'R F =X 2% ¥ 4 $7 » bazedoxifene
A0mg ‘e kg om % JA| 2 2 raloxifene 60 mg je 3 i 2t 4 T8 4
%(6.5% , 9.1% and 8.4%, respectively)- m % BMD &% i * 5 » raloxifene
oz ¥R RM AR AR Z WM S R S AR E 2
bazedoxifene » ¥ if YLt Eg ¥ o

4. HEx MG
(1) bazedoxifene e @] (% 4 2 F ~ Bd g 1T % & Flg| 7% @ 80852 0t

Pl 2 B B R A e B LR iT TR T F
R EA S EER B B~ B 2% B4 - bazedoxifene ¥ raloxifene e
w4 i p 405k (4o#p iz (hot flushes) ) ~ %04 55 (leg cramps) 2 +* i
A EREEF RO A e e
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LinkhEBa g AR EE A Gt BT Api o B
ralEs LR RE%RETE P & bazedoxifene
2 qvr raloxfiene = '% % ¥ % >t % & = > @ bazedoxifene ‘- raloxfiene
@@%@%méﬂ°
Pafsfr+ TP 20 (AT B o o RhEFNFAIT aBFLR
@ bazedoxifene ‘e 4p # >t % [ & 2 {r raloxifene 60mg ‘e L % | fi i e
R P\ “3—)?%3‘ FEPER A A G B n R e AR o A
oo gl s Biad i e BT raloxifene 60mg 2 (1.7%) 7 & ¥ r"s
» bazedOX|fene ® (20mg 0.7%; 40mg: 0.6%) ¥z placebo = (1.0%)z_ =
B RERP p A B IR A S a9 5 2 X A m o Iy
M S aEgE o # ¢ 315 g A PR bazedoxifene » 98 PR * % &
Ao AEE DENREKRY R E A s AFRBEL A A A% Y g M i
Ppo BIP A S8k 4 ¢ 51 R ™ 20 mg bazedoxifene » 52 R
*og /A VPR B P {8 g0 bone mineral density & i o

()t FARM B E* 2 5 ¢
stroke 7 4 gt G|+ or

o
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T ERERRE (53 RTRER)

~3F4 1 & 4<% CADTH -~ PBAC 2 NICE \f%%:}i’l‘-lpiﬁ LERPHRE
FORARLE B e FR LR §F &« CRD/INAHTA/Cochrane/PubMed
#gr‘ﬁév‘gkurzsﬁﬁiwﬁg)ﬁiﬁlx ?“‘7‘ dz ME DDA AREFAT RS o

ki LR

CADTH (4 £+ )

PBAC () FAMI0LET Y 31 p L ARTA -

NICE (# /) '

SMC (g )

H @ 1. PubMed ~ CRD -~ Cochrane ¥2 CETD & CEPS F#L & -

A G P AT R Ak AT o
2. Fi]’? %\i}i’.‘r‘r’/?g\'j"&%/”\*%§;? °

(- )JCADTH (4 £+ )~PBAC (;£#)~NICE (# &) £ SMC (g
W)

B2 ARI0LE T 31 p ko = FISAF L4 bazedoxifene i& {7 2 F R
P 4R 2

SER

& 4% PubMed ~ CRD ~ Cochrane &2 CETD & CEPS & + F#E » ¥ & & %k
fekig® (4e™ & ) AR I0L £ 7 7 27 p e F40F (IF jefag 5L e 4
- ) R B JE v # bazedoxifene 3 raloxifene s A3 &k A TR RPN 2 2 A A FT o

Population Postmenopausal women with osteoporosis
Intervention Viviant OR bazedoxifene
Comparator Evista OR raloxifene

Outcome Quality of life estimates, cost estimates, cost-effectiveness.
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Study design Cost-consequence analysis, cost-benefit analysis,
cost-effectiveness analysis, cost-utility analysis, cost studies
(Taiwan only), quality of life studies.

Exclusion criteria | Journal article only. Chinese and English only.

FORRE RIS R ik 2 (73 7T raloxifene ) 0 ¥ SRR - PG AT
s A1 7 +¢ #i bazedoxifene 2 % g &I[8] - :%/7 3 M iRZER LR~ & X f]~F 517
L 2 o W2 B R ek (healthcare perspective ) 34 7 2. & A »cdk 4 787 & &
r AT R EAFERF RN A A A F 0 70 AL E 4T (a prior
fragility fracture ) T 2 BEisdES A AR T EEEF R A T-score 5-2.5
BREL LR BT AHINRR A B L DR SRR S A o

e > XK @ * bazedoxifene in fr B 5 T £ T EK B ISR T £ P
TR v AL B Mo AT Ry D dp ot R > Azl & bazedoxifene 3
Pl i o AR M iR g S ko A H b g J R bazedoxifene (i = A sk
v i@ (incremental cost-effectiveness ratio - 12 ™ i # ICER &) X 4 »* 17,309 3|
162,351 % ~/QALY > i%ﬁ %3% RS 5% B B4 bazedoxifene &zt 2 = R 5 ¢
LR AF2Z R ET T RLRD BABHEPN 2 AL (Gross Domestic
Product per capita) 5 B (& 443 bazedoxifene A B % & < JI7~ B & & A2 F 2
SR MR R AR AR R TH A S E TR G2 HPLE LR
BT ICER et B H < o

= ‘5“ﬁ]1i§'*'fi}_

(-) 23 EFREH 2 EREH

* & = WHO ATC/DDD Index 2012 ##§ 3 GO3XC02 » % " GO3X : other sex
hormones and modulators of the genital system ; = " GO3XC : selective estrogen
receptor modulators (i # Fepjprk X 4B & H > 2T FASERM) S 50 @
 GO3XC #gen# 5= 5 338 > » % & raloxifene - bazedoxifene 2 lasofoxifene[3] -

ead R rSl Y AR P PAREERPLFSY F A S gk
#0137 % 5 % raloxifene (ATC 45 5 GO3XCO1) » Hi e s (S 2 inf Bl
G b Fanfon ) o B0 FE RO Rttt 2 - ¥REF BRI

PAENHLAAPFY FEEAAFTESLFVE AR RN F R Do R
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i g e E #&0t i (head-to-head comparison ) %€ 1% ¥ PR Tk 2% (6, 7, 9] » #* >
CDE =% 17 raloxifene 2 # s e %4 5 & o

(= )% Gvli s 4 B & & Ao

%%**@ﬁﬁw’%r%rﬁh ERITLGEATREL AR L HRPN B
L 4 FRP LA A F 2 A EN R 1Ed - Bl & W & bazedoxifene £2 %
@37?' FAELPEY PR AEMRE T RARMANE G F BIRF SR T

<+ (clinical risk factors - CRFs) =t *2%£ ® > bazedoxifene & £ = & sz 5 ig%[8] -

(2)5 5 1 4

ZAFOI397 EMAF A EE KR NEEN AT F 2 S 50}9;‘,, e pg
g E - R R AREE ,iﬁ__%i[lo] 7 Mihe T4
22.6% > aAERIFE 41.2% 0 AR R F T Rant b gkrg ) @ fﬁ;ﬁ;g« =
FrgE s B oc[1l] ¥ - IEP;ZA\#%W?J 85-90 i (¥ 4R FHL > 50 14 ¥ %
H I Far i#gmﬁv T ¥ i 1.63% 0 bR i 11.35%[12] -

TR ¥ LB g ¢ EA0E ~ Fjr ettt 3o Ap M R AT s 4 -
B[18]c BIp - w it am § 0 A 47 R R 85-92 £ B 50 k1 b A2 iR 4F
FH o B3E E9F 13,000 4 = FIEEE - F st d 4 e GBRisg 0 462
r #icz. 0.55%-0.66%[14] ; ¥ — A~ 5 A 47 % 7 85-89 # B 50 gk 11 b & 2 ik
AR TR 5 RALE F 4703 2 B i 505x10° (423x10°-585%10°) T g 4
FuEE & @ B 4 >t 50-54 gkl i 22x10° 0 & 85 Fow b A jp
2,409%10°[15] -

R & B AR e MR AT R I R - R TR A T
TAR2 B0 vt bfdgr 60 vt b 9 pra g A nF R ALY R VR 02 &
FUEY ~ F st AT o THU R A A WL 09 % 17522383
B g ®FoRF 5 5 % 65,000-70,000 & +23,000-35,000 & £ 25,000-29,000
Ao PR Bp EFETE2ZARR[4] 0 F - M RTREE TR TSRS
Pldg 21 50 g rd b A FIREE F AT e TI5GE P #1832 % (£01) o P
Fep B E&m W 4o > 2 50-54 A5 118 % (£04) » £ 85 fr b &
9% 1352 (£0.1) [15] -

b R E % EER LR WHO 1994 & H i g is w4 ‘;ﬁ;ff,;;ﬁ_mg%; it R Xk
Bk 38R 2 ik (dual energy x-ray absorptiometry ) » & % & $ % A g S ALF - Wik TR
Bl ioE Mo gt (20-30 ) £ 25 BiRF L (T-score<-258.D.) 5 & Fanfif4] -
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B BE BRI FanRimAn B3 f1% R - R TR LA 478 3R
% 50 firt kA khpr 60 fhrt k9 ke HATH A HF RN R AR EE £ 2R
CIE o S “K’E”a“rnl‘m—ﬁf III‘m-F?)?F fAri T4 BA o B AR 92
#%A43 111 j~[14]: ¥ - 2 5 > i7& K F Fax 7@2:&%;}%% LR TR ST
20~ (A W88#&E) 2£3 110HR~ (ARI7T#)[16]> H* ¥ etk s
gm = f8 = (7 & B & teriparatide ~ alendronate 2 raloxifene > +%@Z]984ﬂ' R4
34 553~ 52m~2 1.4@~[17]-

YRR TR G IR T 4T 2 RRF Y AR A R iR
gisdm e b B e R i e (raloxifene ) ka #7118 (raloxifene ¢
bazedoxifene ¥ 73 ) H 7 & p chp4f+fr® 3 & % p A B %)% 1. 2 bazedoxifene
P raloxifene - & 5% p EF LR 5 & 2.t bazedoxifene & - & FH kg2
ﬁ%og*ﬁﬁ%ﬁ’&ﬁ%?i&@%%@ﬁii—ﬁﬂi*ﬁﬁ’E&ﬁ“
4900 F & 5] 7,300 F Aot kehiE B - 59 2400 F &~ % 1,000 § <R o

BB HT L B ERXEED & 54T

1 Bk A S B i (8 %P~ 1t raloxifene s o @ * £ o
BT 4% - S B3 h4F2 0 3t 2008 £ 1) 2011 # FF - SERM 3 & 4 ¢
TESAH O LT RHUTA lﬁﬂépaﬁfs\ﬂﬁ (1) iz 2009 & ] 2011 & th
FERL BAEESLF Q) RIRER LG A HTH Y SERM
b2 1R E H A FRGRA

3. # ¢ bazedoxifene # % iz ¥ 3 #3% % - @ raloxifene % # B] i Evista® %
BRER -

4. Ff iz bazedoxifene % - # 1 % 7 & B (5 94 5 5%F] 40% o

CDE &-$f 7 #7 (% 0 B 7 & 47 k40 ¢

1. CDE iu 5 # it B3k 87 & 7 28 ¢ #@E SRR ' i Rl O
CDE 1 it HF 4B A 452 5 % » F,wm;wpﬁ\w«g_,e:w A
E32 o jEA4TH RiFE B4 ¥ SERM gt bk Jk M IRK 2
THHRED > A CDEREFRRPEAEAPFTEFEL -

3. COERGF B H M2 b FEE (5%-40%) Bkv#% ;e CDE4 &3 ik
FHIFEIPF O RERERASTREEES -

il
®
4 o

i@ e

™A

2

CDE {3457 # 3 A R0 2Bk > BH P i 8 S S % 4o
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1 M A8 g & H e @ * SERM ot 6] » AT Bk 5 Ad T3
50% pI% 1 & 7**? € 52 7,200 § %7 7,300 § AW 0§ £ R ik 5 oo
4+ 800 § ~ 7] 1,200 § ~ -

2. FMN- EI NI EA F L TAKL0% BNT EES KA 3,600 §
A3 109 oA+ A e T E R 400 700 § A 5] 1,300 § A -

& itk > CDE i P 7R 8 &% 420 400 § ~ 5] 1,000 § ~ &/ &
> WAL R B A T RRE &irgﬁ. * SERM st &.]bkw a3 g S BT
fz 3+ 3 » bazedoxifene % 7 & cFE I 5 e 5 4> 2008 ~F] 700 § ~ & > 4p &
E I ER A 500 8 ~ 3 1,300 3~/ ® ik 8 T bazedoxifene shE B
oA HE2 R o

Ve

icu &\P ’.é S:‘Fl;_ %

1 #22012# 77 30 p ok = B354 &% bazedoxifene & 7 2 3 J £ $£3%
R o

2. o= AT F IRA > KA B JE Y # bazedoxifene % raloxifene e= A rr % £ 7 F
P\ 2R AR o

3. LI BN A o CDE 3 i B 32958 4 4 400 § = 7| 1,000 :gf;u
b 1e o WA B A R m@m ¢ * SERM &t b s (b5 5 3
#co % 53~ bazedoxifene i T & G IE E R K /43 200 § f‘ui“J 700
AR 4pk g m3t IEF?J/T*:? 500 g ~3 1,300 @ ~f ; ® FiEHFRBT
bazedoxifene & & Z 3 39 AAzH 2 B~ o

\\\xr @
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5.6.1 f I ‘g‘r# 28 »]zﬁnﬂ] (antl resorptive ) (101/3/1 101/5/1)

1LE S5
(1)Calcitonin preparations  ( #r4% %% %l #| ) : salmon calcitonin nasal
spray -~ injection

(2)Bisphosphonates ( g7 4 % % ) ¢ alendronate (4- Fosamax ) ~
zoledronate 5mg (4= Aclasta 5mg/100mL solution for infusion) -
risedronate (4= Actonel ) ~ ibandronate 3mg/3mL (4~ Bonviva
3mg/3mL solution for injection)

(3)Selective estrogen receptor modulators (SERM - if #% |+ ¥ igc % 4%
< %83 & &)) | raloxifene (4 Evista 60mg Tablets )

(4)Human monoclonal antibody for RANKL (RANKL ¥ k4748 ) :
denosumab ( 4r Prolia) (101/3/1)

2.1 * R

(1)*2* »riz g {5474 (alendronate 2 zoledronate 7~ ¥ & * 3t § |4 ) 7]
FE R (5 DXA #i# BMD 2 Tscore= -2.5SD) 3l4=#% {&
B AL 370 2 F)F F ek >z (osteopenia) (45 DXA # ik BMD 2_-2.5SD
<T score <-1.0SD) 3| 4= ¥ & &% 38 2 fed® 2 K (7)™ F 2 # 37 o
(101/5/1)

()in R pF > — XA* - EL > 2 EFH H @ F %"’Eﬁi”ﬁiéﬂ?g’#’ °

(3)i¢ * Haifk AUFE Y > F A RIH L 2 2 i creatinine R & - B &3
BERGH 2 ERA T
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5.6.2 Parathyroid hormones and analogues ( & ® ;l”%% % g 424 ) * teriparatide
i1 54+4](101/7/1)
(F2ph ¥ FA®IOLE05" 24 p w235 Eix%F % 1010052046
5

SIS
Likigis & Fonflm* o
R LIRS A N Rt R
3G HETAEE
(D)l Ae F 4L AL0 5 0 2 (3 ) 37 0 5%/ (AP ) &
ER - RS i O g i ?“113(’?']_1 Ll 12 B0
ST A D LRRTRT AT R R
()% Farftz f2R > 5 DXA &R BMD 2 Tscore -| g &3¢
-3.0SD -
4% A HACBIB A F N ER 2R BT A @ E A
i TR F Y

# 3x DXA: Dual energy X-ray absorptiometry
BMD: Bone mineral density
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#3 ((((economic)) OR (cost))) OR (((cost-benefit
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#4 #1 AND #2 AND #3
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