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(formation) » @ {7 % *0inf & Wongpeh#EdH (£- ) TLd £ R LT o

f &4 W& %425 (Foodand Drug Administration, FDA) %8 ¥ - 68 thin
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Bk fs M 4F ¢ dralendronate sodium (Fosamax® )
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(antiresoptive agent) | "# i< ¥ = i¥ * |Factor Kappa B Ligand ) #r#|# : 4rdenosumab
(Prolia® )
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EFHE M X M &R (selective estrogen
receptor modulator, SERM ): 4rraloxifene ( Evista® )

w4 Tl dmre | L 21 AT L L g " ;l”ﬁl% : Teriparatide
(anabolic agent) wag ¥ FATA | (Forteo® )
LA T Frd) 4 e |41 £ F o Strontium ranelate (Protos® ) - & R ®
(mixed) flgcid F fmre [302017/081% & -
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Romosozumab & — # 4 #F 19G2 ¥ k4 > JHA i F—v Fr414& (sclerostin inhibitor) - A
it 3= (sclerostin, SOST) % # F i #en f 3 4%+ - F#r 4] Wnt/ 8 -catenin signaling pathway -
romosozumab ¢ £ SOST 5 & » | H 7B » % M F mie jmd 2 F e iv% “Tﬁb 2%k 5 7%
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$HiE B % 3R B = L T 284 210mg ¢ romosozumab 4 0 3R] {8 et 358§ i ¢k & (Cmax)
% 22.2mcg/mL (SD:5.8meg/mL) > T 354 5T & f# (AUC) % 3189 mcg-day/mL (SD:
127mcg-day/mL ) o @ i 5 {54~ & 1 4 T ;3¢ 210mg 4 romosozumab v ¥ = i ¢ 7 i §E Tk
BoRE® 36292 12B " nTio) pkAFFE 81 13meg/mL -

Romosozumab i 3% # ik & ¢# g% (median time to maximum) 3 5 % (1 :
2-7 % ) » % 84 (volume of distribution, Vd) % 3.92L > 32> 4 /Fiuf % (mean systemic
clearance) % 0.38 mL/hr/kg e few i — = emjibdie (7= B 7 (123 ) 150 1@ L % & (half-life,
typ) 5 12.8 % o d A FE it PRg T A T Y L § A 0N R 19G A fRig T
i3 % o) ek forR it o
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Romosozumab et k%€ 5 & 1 - = ;L T 284 210mg - Evenity™ p o 2 23 st® s 3
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TR NG ﬁ—g EIAKEHE > LEXETAFELETH L > (eGFR: 15-29
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Romosozumab # % @] 7% 5 B &% (8-13%) ~ s (5-79%) ~ ~%A Rk (2%)
Bk (296) - 4R (ZV) A7 (1%) ~dEARFE B (7%) ~ vz i (5%)
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i¢ * Romosozumab (Evenity™) &1 2 % B %37 :
- ~ 1 Z K7 L E 2 (major adverse cardiac events, MACE )
Romosozumab ™ it ¢ 3 4v i & W2 LF R G R F - Ep G A
N S %dz ;R B ,bﬂ_?f@"]—}\,&-ﬂz v FIRL AR N E B R
oo dok h ,V%$??+uﬂvﬁg PR el oo
= ~ #ack & (hypersensitivity reactions )
¥ F i * romosozumab#F 4 TRk P AR AT K (¢ A5 B ok RES S A opn
RU SRR RE) cdfd > FF 26 2 L ERF b & RE P RESF
BFED > TR G E kT lff-i i Ao
~ 147 5 g (hypocalcemia)
Romosozumab 2 # % i< 4T & Jx %Jﬁ CFACRE T AREIL M A AT s
BRph i garfead 3D L TR 4kR - £ B3 § BaTs gentE (4o
FREFTHa? 2o/ B2 B4 ) -
= ~ 554 3 7 (osteonecrosis of the jaw, ONJ)
© 3 & * romosozumab & ¥ & 2 ONJersg 2 o &/ 4e romosozumabm)%* W E R
BEFRCIZRE SR IF Y RFRF L 2FEL VI - B 2ONIp M
S f (4ot~ EEEEE R - denosumab ~ i F RTA PR B {osE FE ) Vo €
SONJ3 2 chih ' o in B8 20N) > ks 7 b ooprh ¥ 2 132k
§_F i& )+ * romosozumab o
2R AR e s T F 3122 83 F 47 (atypical subtrochanteric and diaphyseal femoral
fractures )
2w & * denosumab & 4 £ 2L ADE A 3TendR 2 0 S ag AT 2 g
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i * romosozumab ;o fr B 5 is s B FERRUR R kB X 2 S IE LA E DR
BEp X EASREESHRERY EEET -

&% — 7 9k 2% FRAME (NCT01575834) # » i 7180 =iz S is¥w% » & *
romosozumab & % g # 12 B * {5 > ﬂ EA BRI F 4 F 5 05%
P RR M AN 42 e 1.8% (p<0.001) » & %k *& T "% & (absolute risk reduction, ARR) 1.3%

(95% Cl : 0.8-1.8) > 4p %tk *&+* & £ (relative risk reduction, RRR) 73% (95% CI:53-84) ;
A B B iy - F et # s denosumab /o 12 % * {5 > romosozumab i X i
‘a4F 222 (ARR: 1.9%; 95% CI: 1.3-2.5. RRR: 75%; 95% CI:60-84; p<0.001 ) -

¥oebo A% - B ek % ARCH (NCT01631214) @ - i 4093 iz 5 is4m% » & *
romosozumab &t alendronate ;% 12 % * {5 » & e g 44 3 <X alendronate Jo% 12 B 7 > AR
Gy 24 B " pFE H i * alendronate i 4p vt > romosozumab e FTend fgF P 4 A
4.1% - <% alendronate 4.5 8.0% (p<0.001) > % ¥k "% ~ "5 & 4.0% (95% Cl: 2.5-5.6) > 4p
b 't & X 50%(95% Cl: 34-62); 43t 2 0 2L 4 45 % $70% 4 5 > romosozumab . (9.7%)
~ # alendronate = (13.0%) 7 ' & 1'% i< (Hazard Ratio: 0.73; 95% CI: 0.61-0.88; p<0.001) -
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1. Romosozumab prescribing information. Available at
https://www.pi.amgen.com/~/media/amgen/repositorysites/pi-amgen-com/evenity/evenity pi_hc
p_english.ashx Accessed 04/2019

2. Micromedex : Romosozumab. Available at
https://autorpa.tpech.gov.tw:2150/micromedex2/librarian/CS/129722/ND_PR/evidencexpert/ND

P/evidencexpert/DUPLICATIONSHIELDSYNC/5111F5/ND_PG/evidencexpert/ND_B/evidenc
expert/ND_AppProduct/evidencexpert/ND_T/evidencexpert/PFActionld/evidencexpert.Dolntegr
atedSearch?SearchTerm=Romosozumab.&UserSearchTerm=Romosozumab.&SearchFilter=filter
None&hnavitem=searchALL# Accessed 04/2019

3. UpToDate : Romosozumab. Available at
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https://autorpa.tpech.gov.tw:2340/contents/romosozumab-drug-information?search=Romosozum
ab&source=panel_search_result&selectedTitle=1~3&usage_type=panel&kp tab=drug_general&
display_rank=1#F53017298 Accessed 04/2019

4. ClinicaKey : Romosozumab. Available at
https://autorpa.tpech.gov.tw:2110/#!/content/drug_monograph/6-s2.0-5138 Accessed 04/2019

5. Cosman F, Crittenden DB, Adachi JD, et al. Romosozumab Treatment in Postmenopausal WWomen
with Osteoporosis. N Engl J Med. 2016; 375 (16): 1532-1543.

6. Saag KG, Petersen J, Brandi ML, et al. Romosozumab or Alendronate for Fracture Prevention in
Women with Osteoporosis. N Engl J Med. 2017; 377 (15): 1417-1427.
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% -~ % B EMA $+44 £ DPD F# 3% & 3+« fluorouracil F 4% b *a 5 # F#

5-Fluorouracil ( f§ # 5-FU) & - f 1T txeme_(pyrimidine) » @ & § FL 8 BiF* dafn
g # 4 o 5-FU ** g p g 3 50 5-FAUMP (5-fluorodeoxyuridylate ) 4= FUTP ( fluorouridine
triphosphates ) = & /& {4+ i it o 5-FAUMP e rex % e ( pyrimidine nucleotide ) & = # e LA
Fr+41] thymidylate synthetase (TS) > & dUMP (deoxyuridine monophosphate ) & ;2 4 = dTMP
(deoxythymidine monophosphate ) » @ 23 DNA & = - g~ b » FUTP ¢ & RNA 4 & & 37| 3~
v Feng A o His 5-FU Al = & % & 0 4o 5-FU 2 % SR % 4 5 capecitabine % tegafur » 5 4
B 38 € 4k = 5 fluorouracil ; flucytosine &<k % > >+ i A iw Pe 3% = fluorouracil »
Fl@ 4] % F) DNA = RNA & & o
R 4% L B 5-FU 2 i % dihydropyrimidine dehydrogenase (DPD) g 4 > 7 it F] 5
EEAHSFUA ERe? ER Y > A EHEISFU PR BEREEH ISP ST
¥ ,w—% PG s T A E s RE Ao NS o Fp 2010 & 30 mES F L
£ (European Medicine Agency, EMA) % # 5-FU %2 H jp R = & % 5. (capecitabine - tegafur -
flucytosme) ? %t b4k Z DPD ey 4 > FaEgk &% Zrwv i (7 DPD 4% 2 2 A FlHe iRl »
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?5 4 E z fluorouracil ¢ # 4p & = & % 5. (capecitabine ~ tegafur ~ flucytosine ) # >
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ISFU1 | 5-FU 50mg/mL (20ml) /4#4f ;3 4% 50 £ s./% = Fluorouracil
OXELO1 Xeloda tab 500mg/#" % i£ 42 _500 = %% Capecitabine

OTS1 TS-1cap 20mg/€ 273 " & 20 = 5. Tegafur ~ Gimeracil ~ Oteracil
OUFUR1 Ufur cap/ % 4 " % Tagafur ~ Uracil
OFLUS1 Flusine tab 500mg/?" §& 7 42 500 2> 5% Flucytosine

1. European medicines agency: Fluorouracil and fluorouracil related substances (capecitabine,
tegafur and flucytosine) containing medicinal products. Available at
https://www.ema.europa.eu/en/medicines/human/referrals/fluorouracil-fluorouracil-related-substa
nces-capecitabine-tegafur-flucytosine-containing-medicinal Accessed 03/2019.

2. 5% F %  Fluorouracil 2 H4p b & » # 2% > Tk &£ £ - Available at
https://www.fda.gov.tw/tc/sitelist.aspx?sid=1571 Accessed 04/2019.
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