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Abstract

New technological discoveries in drug delivery and mechanism
of action have helped to bolster pipelines in specialty drugs.
Originally developed for rare diseases, specialty drugs are now
being used to treat common conditions such as cancer, rheumatoid
arthritis, multiple sclerosis and asthma. Spending for major
specialty drugs have grown at a double-digit rate in the world
since the middle of the 2000s. Pharmaceutical research is heavily
focused on biologics and the number of specialty drugs with high
prices tags is expected to grow in the near future.

In the face of escalating health care expenditures and the
growing number of high-cost drugs, the national health insurer
will face great challenges. The challenge lies in how to reimburse
these drugs in the national health insurance and how to best
manage the use of these drugs to ensure appropriate and
affordable access.

We suggest that high-cost drugs should be reimbursed based on
the clinical effectiveness and cost-effectiveness in the national
health insurance system. However, high-cost drugs developed from
new health technologies including anticancer drugs and orphan

drugs often tend to lack evidence on clinical effectiveness
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measured as clinical endpoint at the time of reimbursement
decision-making. For high-cost drugs with promising effectiveness
but with insufficient evidence, the option of the conditional
coverage with evidence development could allow the insurer to
chart a middle course by offering coverage tied to efforts to
generate the evidence needed to gain greater certainty on the
benefit and harms of the new drugs for particular kinds of
patients. For rational use of medicines and patient safety, we need
some type of control on how physicians prescribe high-cost

specialty drugs in the healthcare system.
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. PNH(paroxysymal
. . Al
Soliris eculizumab exion . $409,500 | nocturnal
Pharmaceuticals -
hemoglobinuria)
El idursulf Shire $375,000 | Hunter synd
aprase idursulfase Pharmaceuticals , unter syndrome
BioMarin Maroteaux-Lamy
Naglazyme | galsulfase Pharmaceutical $365,000 syndrome
Cinryze Cl esterase | {7 pharma §350,000 | Dereditary
inhibitor angiodema
lgl id .
Myozyme a g ucosidase Genzyme $300,000 | Pompe disease
alpha
Arcalyst rilonacept Regeneron $250,000 cryf)py.rln-assocmted
periodic syndromes
Isid .
Fabrazyme ;i?:l ase Genzyme $200,000 | Fabry disease
Cerezyme imiglucerase | Genzyme $200,000 | Gaucher disease
Genzyme,
Aldurazyme | laronidase BioMarin $200,000 | Hurler syndrome
Pharmaceutical

2} http://www.pharmaceuticalcommerce.com/frontEnd/1383-Forbes rare_disease orphan drug Genzyme Biomarin.html
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2008 A 2]okE AJAZAl 34} IMS Healths S5 84
T/dehs Ui Qi 10718 vt o] avisiltt - e,
lolg]2A] 9 HIV/AIDS 2}, HAAAA]; ofjg]azzoloel; Appa

m\m

otk

A3k ABOokE A|BA, MAZA, AP 28, ol Ra2eie,
Aol C¥ 19 A5A JEHE (MM&M, 2010). ©l5 9ok
2ol the AR Age] A9 207 Amel Z8) Rlew, Al
27|, HIV nlel2fzA], td7dsts |84 5 d Ad o
H] 10% o]’d A3 Aoz Uedr(& 2-2 %bx-).
GE 22) 0104 HAKY F2 B

# ' aorod mopey | ST SR

) P oy | SBE | cemEAE

- o %) | B HI8%)

1 | Oncologics 55,972 6.7 7.1

2 | Lipid Regulators 36,400 2 4.6

3 | Respiratory Agents 35,926 7 4.5

4 | Antidiabetics 34,429 12.2 4.4

5 Anti-ulcerants 27,972 -6.5 3.5

6 | Angiotensin [IAntagonists 26,630 4.5 34

7 | Antipsychotics 25,412 9.0 32

8 | Autoimmune Agents 20,710 14.7 2.6

9 | Antidepressants 20,216 34 2.6

10 | HIV Antivirals 15,432 13.2 1.9

11 | Platelet Aggr. Inhibitors 15,244 1.8 1.9

12 | Vitamins & Minerals 12,971 6.1 1.6

13 | Anti-Epileptics 12,553 -33 1.6

14 | Narcotic Analgesics 12,011 6.4 1.5

15 | Cephalosporins & Combs 11,466 6.1 1.4

16 | Non-Narcotic Analgesics 10,986 0.0 14

17 | Vaccines 10,972 2.8 14

18 | Erythropoietins 10,596 -2.3 1.3

19 | Anti-Rheumatics, Non-Steroidal 10,152 3.6 1.3

20 | Multiple Sclerosis 9,844 13.8 1.2

Global Market 791,449 5.2 100.0

A& : IMH Health, 2011.
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seirigle] Mgk, A} slEsEe] e FoR Sxjo] fxi4
540 mE X 5A| o] ZhssiAEA FH Alepde] FRE A
et ok aEja I AFES 7189 A58 tE 7HoRE 2
sPaA 7]2] AsAl Z3t 9Id e WdoRE S, tiA
A 8A7F fle Ase] thii-elolA wi 17k dnfwa itk

2008 A= AlAl APe] ANEE 20078 FellA 23705 ZHA
R, olglet A= 10d el vlg] 2u) ooz Frkek Aelch
(Loewenberg, 2010). 3= 200089t 24 20% ool AAE=R
A7sted 2007d5E] AAlIN TR 2 Yoo R ARt
(IMS, 2011).
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Bl 2 S IS o] YIS B A G0 99 Fa 9
oz B3 gtk

QBIIORES TR AR e, AR dwdos 7
& oeERTt 7o) om, dRANIA AT FYIA F2 o
S22 4899 A vEE A WP, E B Ak
HolAl AMgsR ATAISH Be), FARIG A% TR o571
Fofapl Wi ofEe] AMg HaelE JeS vk

2. BHMX|&H (Targeted therapy)

A BAGL, BAR AR A Pekie shlEe A

Moz A Hpe, HcR Ep} S5ekn PGl e
7.

=

a2} e §ia] olel Alekge] slEe] Aleke thAele] Abe-
e AL ofn, V2ol AAle IAden AR ¥ Tt e
A ek Lxl—e— dhos Algshe ﬁﬂom. olsko] 31.7}94 4



Ahe MRS Hat 3] B8] =1 EH‘:'H Alefo g A=EAE0] =

ACEPFEL oleidt Alksel] tiste] WS- e 1S RAT 5
93, 1% kTl ARl AL BT o] AR BRI ALE
PRt Sleieh B B ok} BolwA AlEY Selde 49
8 e Jo® WA Uk @ el viFo Y Pmy wEy @

A= 19 Balsirer 249 2 84| ofatumumabll 670 ¥4k

< ouRH g o|Ert Ux THE HEF XFA| pralatrexate=
gk & efgro] 3t gejola, Ao} wiEH X84 clofarabinet 3
okgto] 3tk gL} ©Y} (Loewenberg. 2010).

20109 7P a7te] ojekEo® 31 Solirise(BA ATF <]
409,5002) Gz FuEl2 WA ABAR AFEdent Afsiid
o ekl B ks vlselaet 1eRky iR geket, vl
Soliris7} FolE]l2~ BAEA ABAR SAEATH 7129] 218419 7
AP fsirls At ont g e oghe
Zlo|t(Herler, 2010). = 2P} =& AL 3k
S8 TR ZdAe] gltke Aol 83k Ugle]

nj=olld &2 B sgve SFAEAEAY] HES A 1WA
gifd] o|l2= Aoz HuEEd, o 5
2l Rl AR vws] Kol wig- 2 e ¢ & Ut

(Towers Perrin, 2008).
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M3&E 1HIE 2AANZTQ A Sigll MY

20008t SoiM Aol EAlEle Aok TigTE Aash] AR
20001t FRE o] F- 7| EFHIE Aol Ss|utart AlEwA
Aok APE WIS AL Sk APdel A eelEol it ey
SdeA|EAle] ARt SAZE 8] oFeRIHA o7 Eokie
EEHZE] qiie] Aol Frkshe AdE Hela vk & 18k 9
Y, IAET T AR S tEeR she ESH2H Aloke 71E
AR 53i7F whaEaL OS oF $5 AlEel adEo] Sle gl
vlel, SA18A] Zollde E5H2E Aloe] T7IlaL $lof Aot Al

o olsle] WalslaL AT 2-3 =D

0
By
N
N
.
Y
ra
A
i

- L4 gjoH L4
e | e | iy | bt
1| Lipitor TEgt 12,657 52
2 Plavix R EF 8,817 -6.2
3 Seretide 2 8,469 3.4
4 Nexium S PIS 8,362 4.4
5 | Seroquel ArRES 6,816 1.3
6 Crestor IAES 6,797 13.2
7 Enbrel Folgl~dd Y 6,167 24.0
8 | Remicade FulE]A~AEl Y 6,039 5.2
9 Humira Enle]lA~ddY 5,960 10.3
10 | Zyprexa PEEE 5,737 19.7
11 | Avastin et 5,532 6.6
12 | Singulair A2 5,466 11.1
13 | Abilify AAEAS 5,430 9.2
14 | Mabthera HZ A7 HZE 5,034 16.3
15 | Lantus i 4,686 7.8
16 | Aricept 2]ul] 4,432 16.7
17 | Actos I 4317 8.5
18 | Lovenox g4 4,282 39
19 | Herceptin et 4,165 -5.3
20 | Diovan I} 4,157 6.7

2k& : IMS Health, 2011.
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Cardivwvascular, Endocrineg, CHS, Heimal alogical , Dr0d g0, IniFaian oo il
Fusculnskeletal, Respiratlon:, Cther "
Gastronlastinal Diseases, Urolo gical

Blatagics .

: Bpde] 271 2009 AelAA die] 20002014 Fbe] AES ofnl. e Il as ofn)
Z8: Datamonitor, Pharmaceutical key trends 2010. 2010. 3.("3““1&751‘.‘03?’4]3 T Alepat R&D
g3l Sl Aot @3 2 Aepiidn] £4. 2010.9014 A4S
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3 o] 7} sith EHEAEAE t/d kel WS BA 2 A
oA T2 AN R, dAfe]g FEoM FE AMEE ook
to] tfitio] miAEolu} AEa9)7} FaskA] Ytk = F5EsA
L XEAR A= A BEEele] Fsdol Eoh S A9k
AL oA dintEe] vHE Bl BelA] 9o kR gt 7t
SolEE, AAFCR AN 9 B Aje] Hl8Hzt wEo] AsE 1 9

= @HelA ol SdEAIEAE vige] o Ao <1y

m\l

E

N
N

oorrer rIpS [OMHIQ IO O kI 0 rox



N
o\

rQOZ Ul MHIQ IO O -l rotdo mimlekmfofol lopgy > = 1Q

20143 AlA wiE 23$] 100 A

=t &, 7ol WEE 5 S5d8elH Alebide] 4Al|s ol
QA TEEIAG AxFeldFo] FE olFa Utk = w9 oJokE
AEE FES AFS AVledd o FSXBAREA M8k
g 7Fs7do] E=U(E 24 D).

H

(E 2-4) 2014 7 o M) 00 RIS B

iz

A=

o7 Hie ookEe AdviEd

201414
=< HEY X85 9oFE 8 IHEY MY
(Ao usy)
1 Avastin it GFE 9.2
2 | Humira Fralel~TAd HEFEA 9.1
3 | Rituxan oot 2| 7.8
4 | Enbrel Fulel g A zgto) ok 6.6
5 Lantus AT A zghejekE 6.4
6 | Herceptin et 2| 5.8
7 Crestor IAEF ABA)sleHE 5.7
8 | Spiriva g e e AR 5.5
9 | Remicade ot HEEA 5.2
10 | Gleevec/Glivec wEHy ABAESHE 5.1

A l;i;r;:eBiotech, EvaluatePharma. (35258 A474E], 2010 Bioln 234 o]77&E3]. 2010. p.10 o] Al

200613 1l el H3E 2kAH]8{employers' pharmacy spending)©ll
A EFAEAEAIE 104%E5 2, ofF] AA] APdelxe] HlFe
A Gtk ey A AES w2 ZoE veRlEdl, 2006
d 71E 9okE Hlgo] 58% AIldout SFdEAEA WeS
16.1% “F53lo] ¢ w2 LS & 4 At (Towers Perrin,
2008). 2013\ A7FA] SRR SAS] AAl AP =7 1369 e} 2
Z gojd Aolgla AgEa JItMM&M, 2010).
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+ 4l 7|93kar It (Krauskopf, 2011).
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slon], gk AA okEule] 2] A o 2 9L vl Aow
e, wg 1Hle ojekEe] Aw o] F2 whd F2gol
727} 2 Q7T Wslst B b Bk OIS Ziekm 9
AEE 27163 9ol WEFA} 88 FA4 okl 2 Aol
nlE 9 5 mele ejelEe] Shkabl Aol AMgElm Qe =
Thee oleig ek e EAlel tiAak] Slelel slekE slrbAwelA )
A e AT F5%0 meleelelEe] gl AlzslekEely)
F)e] s E ARelekEe] Ale s7 kv EAs) et
AgelokEe. sgolorEs Yal o] o3 Balrl Blssin 7]

2 R

it
ﬁtn

>

& AEL PEslo] AFS LSk Aoko s7lslo] oha] X%
S B% 27| Sl AROeRE Aokl o) HlgElel Hue] AR
&% 01% AF) 53 W A JiEom AR BAlele]l Al 2
U 5 S AReloRE Aokl F7HIAS g Bene] S
ol

A3, 01;4@ wdel sl EU 3wl fARSERleRE
(biosimilar)2] S|7MAAIAIZ vldskAl HUTHMM&M, 2010).

™

N

P

0% w

-2 2rox rir mHiQloo Tkl



N
N

rQOZ Ul MHIQ IO O -l rotdo mimlekmfofol lopgy > = 1Q

UE fARdEeletol theh 7lol=eRlE 7idsiod 20061 #Hx=
AES AT, v ABejorE Aok o@ mH|ge] obi)
A% Sekn A4 AT ML olabl ded we e A
oJokz ALE-S- =X3}AF 20108 Patient Protection and Affordable
Care ActollX fAPEECRES] s7FdAE sl ARSIk
12dow ok FAHIRSICRE Aokt 12de] Sk
b A1ete] ARZIIo] 591 Al Ml v Aekn T %
o 2y vl wiellA o] kY] =of PAldlle 14de] SRR
Tl AlepiEat S 7de] SA47IRE F18aliof Sthe AlvlE
AEAE S2te] oA digo] A Eellt HFAoR 121 d0R Axlsio]
ol Rigsisiont, 2 Hilolg M Ao o] A& v=

\-

tlo

hEHe 1299 EQ7IRbe 7deR Ehdlusl she Aok iEs)
R olel] thall 93] oJdEL 12\ deR fAsof gt whiska 9l
o], BEUHF Aok F47IZt] gk =Ao] ALE L Uk ol
=ge AReloE Alok] ulelzy] AZ k] okl = 9
A7 @208 HojFe= delrt.
GE 3-1) F2 28X Hjo|29U=E E5| otEsidt
2007 .

= s o

A REx Hex | w0

3 (Ao HZAL g

Us$) B
=nlE|~
o= &@Y(Enbrel) Etanercept 5.3 ‘r;iiﬂ— Amgen 2012
o ZA4l(Epogen) Epoetin-cv 5.3 Eli! Amgen 2013
gajAlo|= .. Salel~ | Johnson&lJo
(Remicade) Infliximab 4.4 e hnson 2013
Interferon 3 kA Biogen
)y
ol(Avone) | | 1.8 e 2013
Tl Interferon [3 =

] Z(Rebif) a 1.6 A= Serono 2013




2007

E;
. o | HE | e .
HEY MEY (Aol H3E THEAL otE
U“’S;; AT
Fn}2(Humalog) {?S;‘ign 1.4 9w | Bl Lilly 2013
o . . ST
7324 (Neupogen) Filgrastim 1.2 Az Amgen 2013
AeAR) .
(lj]re}-zyme) Imiglucerase 1.1 aAH Genzyme 2013
Glatiramer b
S . -
<=(Copaxone) acetate 1.6 A5z Teva 2014
H]S A71
252K Rituxan) Rutuximab 45 ]ai_ lz_ Genentech 2015

JrekENeulasta) Pegfilgrastim | 3.0 =) Amgen 2015
Insuli fi-A

=2 Lantus) nsun 27 | waey | SaOfRAVER | o0
glargin tis

AuE2+(Erbitux) Cetuximab 1.7 et BMS/Merk 2015

$Folel Humi Adalimumab | 30 | T | Apott 2016

FuleHumira) alimumal . Prol 0

314JEl(Herceptin) Trastuzumab | 4.0 S iarals Genentech 2019

olu}2El(Avastin) Bevacizumab | 3.4 et Genentech 2019

FAE]2(Lucentis) Ranibizumab 1.2 FphHA Novartis 2019

28 AHTIHYATAE, 2010 Bioln 254 o]77+&E3. 2010.

oHin] 2715 BAlel] Slele] HEAT} Algele HEA A
A ARAR o AL A2, AREe, TAE 2¥step therapy),
A A1 el 5ol itk @A) iRie] E4ATARAE A
olokgo] A kA thAlE Aol sk sherk ek
E4ATARA AFEOR G ML AT & e oA} o
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AR eg F aHlE Qo] Aol ofA Aol 7 e AR
(outcome)2] 7|7} 3] FQ3IZtE & A 53] AREES
ol Tk XE55g Hjs] el diiEQ] 2adolu H&-EId
w3 A tigk ARl 2571 58] AR Tk

7] Al T aH|EoeREEe] dF T HAYEIIEHIE Al
ok 7N HelAA ALlEe ARIZE S7FEA, Aok
ofefgolM E3Ee g oAt vehude Aol sl weE e W
(pay-for-performance) = AR 2 &S HYsl] FAE U=
AR T2 (risk sharing schemes)S A|QFel], Hadxle] A4
Ag= §‘r“4*1 woldel deke AllZE Skl itk A1dEH
T2 9, oHE T fFHE 2 vsE SAHCE 200040
oM 4 1 }’L ofe] wol B et 2% FgelM A8 ear ok
ek EIE Sl HeR FHF Aol 24Vt SRS &
F& Aokl disle] $xle] Hde SHsPAA go=
g e wEE ke Aol dov, o o] Zeasidl| o
gk 7oy ke s, olelgh WAeR Fofde wE BlE
WAYe] s Hes] vekepy] ol Algel Stk
JHLE oJoRERe] E2 ol HARERE opE} SirlollA|w Z3A1A

2 gl gloh sl Bae vlef] oJepd, AW &

UE ATE FA e A 10%7F gl HlgHHo R <l
ZA=A] efskthar sideh agAlel gk Sk ERIFEEe] 5002
E 97 25%2] St 2AE 1613 10098 Tl E 6%
AL ZAE 278D

1) "Study: 10% of oral cancer prescriptions go unfilled due to cost burden, SCRIP
2010. 6. 3.



T TR Aok H|sle] b - faAdel s SA7) BeEs A9t
Bl ool A A AR ool tigk G3) ofd FF F40k
2o FRHAIC] @3 (surrogate outcome)THOE &7 At Bo
], Al o]% o]l PR FelK FFFTT AW AR o
AR grethe At BEE7|= s8It

dEE50] A 21k bevacizumab®] ¢ SElURE Edlele] 1]
=, fradA TF 2o A5 vEReE Tt X EAR AlES7H
£ Wgkont o] M e Bk dSsHAl Rtk A
2o} Az FAR8-5 oprlskal Abdel] o]27] % She o=
Eht oko] FapAell wek m=dto] AlG EAIIth aHdE o] ok

25480l A7 T 4 29 older tiEAQ ME oEeltt

_

(Sinha, 2008). 2010%d bevacizumab®] et X5 FIPJS AAA
1 =4 olir=dl, vl=r FDA AHESEsloMs 1 465 Fa
£ dasiia v 2011 119 FDAE ©] ol gk ek A&
< o712 F&3Itk A EUIXE bevacizumabdll thgh f+4<t |
5 e ek o7kE Alska slem, fElusiE o] ol digh

ot A22S fA9n Uk

s} o] FUT oloREe] Tsle] M e TAIE T 2
ool FP, kM) TiF AV} B
B2 ofmlgtt = we] ke 2A9 ¥Eaichs AV g8
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MG SRR oAl ARgo] M= AgA dEe] 53] Anw o
dollde] rEAde] 2717F S Faskar e 279 #HIE 59
L7, 919 dgl o] 3] AAlddMe the Aokl Hla] A
Aoz ZA7L mEd FAE it

olglet JeREES FE ABUt ofHaL kel Aroly 4o A
2 e MAE FEAVS o e $x Pkl Aok
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E7FsR SAksell Az AR 73S Algske Hald Aokl
B o, g A B el 3 NE AR dAeke A=
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e AR A 3] 7RSS 19 7R AlgkE At
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e A M8 AEXEAE AHE BaXe] 53] A F drk

e olelg BAse] A9ele AgaA ahe BEARAY} v

l:ﬂJ
i
%0,
rr
o,
—o
g
ofo
1o
12




ofeolAut Fo| et ARk A5 A 8A] ARGl ofEzel &

0]
AT
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AT R sk Zlolng, MR o]dAQl JiQl SkalEd
A YehE ZAZ(outcome)9F HHEA] AX|sE AL ol wEA F
of 24 oJkgelet sitjeie oW AN e A5FIT veRt
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Zolekzola} & 4= & Hlo] QAU (biosimilar) A|E-S & A
Al lem AlFSkE Aeo] wig- =8 5 A Arfe]ekEo] A
o] glom, 71| HriH o A7t ooRES YA oR AMgStal
A JaF JepgR] A B21g So= Qlsl] ojxpyos mH|ge]
FES AR HE 7Fs el ltk oleler A% M8 o okEo
AL B71]g Adelolg} & 4= 9tk
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Alepldel AR A=E ookEe] Belglo]l Al ==
Qov), slze] oloEs) vlmalo] EAbgel} ekdel ol Alols}
AeAlel] tieiMe FEIF SESA] Btk Alefe] AldsiZiE W] 9
3 Arlels dIAEANE YK placebo)d} Hlwsle] b W &5
= H7ke, f1oke] Abge] HlawlAQl Z-tol el 71Ee] A EAlot
H]wslo] 71t

Ty AsdFeIME A8 TFsd o] JHe] X|8Al FollM At
A ddefol gtk flokt Hlwsle] Y5 &5 9 P FEREe
2E A she ofokES Aulsh] oldnk A= Al ks o<k
= 7o vlw e S FEE= JAs@4M kel $p
ofokE AES fsixiEnt ofet oAl A& gl Ao tigh it
e fsiFe Easit
olgfet WiEllA ZHT HlwEIIAHcomparative effectiveness
research; CER)°l| gt #Ailo] 2 FA] S7ksISIth HluEadd+
(CER)E A A5dgolr sl e Aards 1o &
IS Hlwste] QVFA oS Adslr] flgk Aqtelth

2009 1=re] American Recovery and Reinvestment ActolX|<
HI D EI Aol 109 22 o9 diks A|hE 21s BAlska 9l

t} o]ike] o Ak& HHS(Department of Health and Human Services)
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9} NIH(National Institute of Health), AHRQ(Agency for
Healthcare Research and Quality)©ll wl&sle] Bl w&3dA-HCER)
S X9Z Agoltt. Yol 20109 EAC|FE/NEHK Patient
Protection and Affordability Care Act)ol|X= H|w&IPIATHCER)
£ 9l M=%l Patient-Centered Outcomes Research Institute<]
ARS Algsta ok o] 2= HuEIEATHCER)S] e
A Aslay, AHIE Adop A7 AHE ARG A EARL AL
A ksl 21 F8 71se® Al vk yeprt WAz} B
WEIHAHCER)E 8ol FoAJAbEaHS okes sl irk &
T ohe} RIZHRR A EAEE HuEIIHAHCER)E F3l 2w
A fEsk oA HuogrlES Az o s AR Hu
WlE 7R ok HZ o]Folzl Al wEH IR A&l
81%7F &% 2duel] Bl aaHdAT(CER)2] F84°] 71 Zlolzt
3 A} (Philipson & Sun, 2011).

oo} o] HT mlmoME FEoke B EH] A& B oR
AT Hado] 7AW, AleF T AEge] ¥lwgydAT{CER)
o tigh A4 dilo] SrkstaL itk Jeu mlme HEHeR HA
M vl &EIde] Agoly 7HASAIE Aviskem, e H
WEIFIATHCER)Ol HigE =7k o] TrlskAl, wlagabdlT
(CER)7} HAlelg w|-§dztel Bxos Sgu7uy 2xle] X84 3
2= Aelld 7ol tigk el SAlskar itk

Bl EIPIAHCER)E HITAE o2 B o Sl vudadd
T(CER)°IIA tiekd g Alzte] a3bds Qlidel HdHes =
Bee Aadye] Bager vlwske 2o disle] EAlAIshe &
o] Stk

HlmETIATCER) S Falo] 20051 Fgalele] ke v

T

1o,

@) fj_;(]

El



B7kek A3t 71Ee] A7e oo AR 17| ofA Alelel] 3
o] FARl A7t gidiek o] Aol w} mtAlo|== 7] Aok
= FolollA Aeiia, 1 2 gt tigk A =Y T
ATk 22 = A o Sxpee] Aol oslEda A oA
oA ¥hAYEE v gd7le) s ARl H]E-S oIt
Philipson®} Sun(2011)-= S} 7i7HQ1E: T8 Skte} thEm Q1+
o] Faw th2r] wil, BdAer 7Y et AsRele s
g 4 SelAle it glE oL HedoR @ FgahAel
A5RolEiE 4 SRplAle Ao = fYd XEAY &
TR 28l Agke A8Ald dise] wkgo] glvhar sl B A

o= WHElA] kg Jelen dlEshe AL Whsal] wEel &

5
>
£
s
ol
0,
5
to
N
F{F
=
:
-
i
-

e Al Fol] Hrkshs HlwEIPdRte mE Foh, AR A9
olFR=  rEFS Y] fEIAE Y& S(comparative
efficacy)®] HE7} AE=lolof dthe F4% Uk Blug ol g
HE7E B9 AdEjellA] Alete] EA1E A At Alete] g
A ARSE L DA% 2lmeg9le] giele] P o|Felle AEEE vt
e Zlo] oY) wiiel, Alefo] Fike]r] Aol HlmEsel] tigk HE
7} AFEEojof gitk= Ao|tK(Sorenson et al., 2011).

D) BIIER IS I8 ol

Hw &G 710 gk #plo] S7ksPaA 1 A theh =o=
it Aokl B2 Hrkelr| flsle] AeAoR AMgwlol 4t
A& dIA1E(randomized controlled trial; RCT)< f5° 9t &

A FeriEeR gEa glon, Bl thdoR floks ARSS
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F9] HgA9}t vwshks HUFZTA(active  comparator  trial;

T Utk o] Al A
7120 AEA APk F g e TERIE ddert 2 AAE
HIHZTAD(RaCT) NN T Alefe] Blap<r(7]E A|8All Hlell &
5ol W), e TSI ABAI 2] g, BHlIES(7IE AEA

ot ey X543 outcome) S

1
JARCT)Z "R E tVd Skt Al

Cs
o
@

=3
1

-
%
i)
oft
juies

S~
<

dutslsle | gzt )

Hlo]x|Qt &g TJA|Ql(Bayesian and adaptive design)olM= Al
I sl DAk 2L FHR} 2AE WolsoX AFEYS 24
gt A g Sl AT Ui e gRelA] HAske BE P E
Z3ell 7Rtele], B A9t SES SAlslA ATl ¥
AR g ik A I Foll A= A o] AR ThselE A
F ATE AR AR o o] AEHE FTielal @ FIAR)
AEHE AAE = Sk Tgfsie] o] dAelMe o= wizke Al
IRl 7P A dicks HlmE 5 Al Frk wolx|ek A8
UARI(Bayesian and adaptive design)< WEA] W= x| 5RlA
53] fasich 591 Aadapl wel yehbd A tasle] 2ol



7Fsd wf o] a2tk RS & 712 S sl AlEAr 3
Szl Al BN A9 ] ZBAME AFE e EH, AN
A 0 E Sk U gololA o] Foire dAATeM B3]
23t Zlog Mg Luce et al., 2009).

A8 A (Pragmatic clinical trials)<= AA| F2/8ellA] WY
ke dAE ddeR diAl 7hedt A EAle B w7tk wet
A ATERE duislele o] Thssith a2y Hkelar o] @Al
=S Al F3F Adlelld x18A] 3] FIHe] AjolE Bl
of slmE SAlE Alel Bl A5+ 7Rt Ao gtk v s
ol A = fle vdeE HgEe] SAlsh, FARIEE A
AFRCT)eIM} 2& B (blinding)o] o] FolAA] o= Il

A58 HE SHE Al disle] A7V XEAE e 715k
AE s AdslZ 7t ol EAE ok 2eu dFERe] o
WL 7Fsetal 92 BAde] =2 Aol o, Al = AA A
&8 Al 7hedt ABAe BabdS Hluske ATEAR ARl
ATk MacPherson, 2004).

HESZ HERA(Network meta-analyses)< WERTAS] AAo =z
AN 23 HlaE A glov 28z v XEHY Blad
Ao] e AEHES ¥ B BRIt Adsk d7EAE ©
o] WM oJofEe] oM AolE ST F glom,

_

3 ol FLsH AV desh EESES githe As Y S
8] HAsks AL otk

FARIEE 4 V‘]@(RCT)O] Sl 745 TEA(observational
study) = /A% RN E vloEE R XM
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i BAATE Be v S Yo e vgow A%
S WAE 5 Qe el Uk Vet o) e TAUEY oy
ABRCT)ANTE 2% Al 929 $4052 T 23
9 ARBRoe] ARE AZAE Teht o] ATHE HTA9
A7 Sehe AHe) Eehisel] FHksi), E AT
AR Aol olFeld 4 glome, A% A vy W

(E 32) HITETHIGTICERS I3t BT

o7 cixjel | e ol

Gl FELIAAIE (RaCTs)

o4, 554

WSS Q]
ofelela

e mae | - SRRl TV R B | - ) e gng

gads we e FRkEoR U e | skEoz ol dne

3IAT- AR . —_— - .

eiors. o (ARl mEAw, kel | AR

arer ool e | AN TR AT P AR | @AxdeR sl

S gln Qg e “ o o @ '

o100 - FRopidog A8 A s - BEST) AR &

w 2t Holg Azt S e ule 9 7 AR
A8

by
ofo
o
o

Qg 18 (Adaptive clinical trials)

ARRE Fol | - A= vlofelel weh vy | - 2Ao= <lsle] Hzxo




AT Cixl

poS |
(=)=

HgslE Auol we}
Z4, W= RCT

Fol ATl Bl Fbs
HES AR MES 2 4
slo] BEE <)

g vloke T
ASIZ 5 Qo] s

VI I =Y U

28 I (Pragmatic clinical trials)

vERE S8, He,
Blgol] 3} ol
Halr| Slete] 53]
tzjel®l RCT

Q) el B
PR % A7HEE
Hagto g2 Agt

RCTY] &+ Z/F=2A1
LA HPHEA 5214

o BT,
A

YIEQZ wWEREA (Network meta-analyses)

A4 e
ulagh dole S
olgsie] ofeihe)
AgAlE Hmsie

ek

A e o] =29l §i7)
Aol @ 74 vl
FAZ 29510 WHon Jud
#2402 ofeblel ok FA
H|a

g o vklE B,
heterogeneity S “Juls}A|
S0 4 ol oAl
st 7hsdE =9

R R SR

7V

A el )
ololtel= AlEzkel
W= B2l

ARe) QA A
HarFs e g7t

BT (Observational

studies)

At Fel=
A okl S4E
AgE e S

ISR A7

A Al Aas BTN
WIA Pyree tE

Be waerg v ske
NGO A& Wl ks
e A=ol g SAAD
A7 5 ol AESEE FAl

2R Ul £

EehHspo] ok

=4 kst ==
E71se aclo|(xg A
IRz Ao,
A8SE 5) A
IFE v IS
TS HasE]
Qlek M Eo] B
HEAS AR 55
A7 Aol ARE
A7PE oAHe

A& : Soreson et al., 2011.

Lt. CED(Conditional coverage with evidence development)
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1) CED2| 72

CEDE ¢ A883e] 7ol o BAgadE 24skel
© 27t BFslaL 31 AFE Bol] oAaAe] Zasgk <A
£ A = e 7l gigl] s B9 29 e 2R
wolohs WA Eeith

°EAle] Folol] disle] 7egrkeke Al diZl Als]7) 2310
of A o] Al ARREE 247 AAET] HolH, o]
48 7Fse A= AlES7EE W) Slel AAlg dRAIEe] A
et mpA g 2Fe 917 QAR F8Adell B3 A TR
oA gom, 53] ek lF1elokES Eehe P8 ofokEelA
o] ARl dagt 249 55 #AVE B AR kG
sl kRS AVES] JIAF} 2e U I (clinical endpoint) 7}
opd Feke] 7| Aol -2 tiel 4P HS(surrogate endpoint)©ll T
g FIRE AISIEE de o] sl A 8730 At &
A7} B2 Al vlgl] A es BEsith T 1] oekEe oF
7P} Eon® BlgEIel tigk 247t B Fasikict

CED= 247} E5E¢ 7l disl] 5o 242 Wzs o
7Hog Fagh 24 Axle] 7|38 flEe AZH, vEe] 2%
als o g 53] 7hedel e AEAl] gk fxe] A
e HolmegA He e BT 9T T e Kol &

ek

S

iz

o

ry
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2) CED sig
7l ol=2| CED

v]ar CMS(Centers for Medicare & Medicaid Services)& Mt
oelli  Hol thds RSkl #Isled NCD(National — coverage
determination) AXFE FaL Itk NCDoM= AlFolu Au|2r) <2
WorEs Adele] e W X8| EldSlilreasonable) Z Q3
(necessary) 747 w5l thde& At oA AH| =0 Fojeh o
dale] NCD A AR =eld o o] 7ie] A%o] 7lFssitt:
@ @Ae] Fede7E wgdgle] = f4;
@ g 279 AE A3 azlo] vibAle] FalAlelA efdstAY
sttt 28 Hglol Aek] Borg HlH;
©® g 279 AE A3 azlo] vigAle] FalAlelA efdskAY
Fosa 22 Heirlel sz S 231 glo] 59,
@ o3ty 279 HE A3 va 22 54 =4 splat 1
Aol wtjAle] FalRtellAl BesiAY Hesitla 2 wel7d
Aoz 205 o,
7. Pt 54 A 21 e ek A Fishe
Rt g,
L. Bt 9215 2k oA B | HolM AlFshe 73l 54,
. NCDel| BBAIE 750l we} Alg =2 AR|2ot A18E0e2
HolF7] flele] At 2o F7HQ dolelrt AlEse
73-Folrt g
2. Aol et o] Fale] g F71AQ1 B gl okl 2X
7h miaEo] Qla, SRS HlolH e gk AR sl

2 A} viE 2ol Fol,
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CED+= 919] @rl 393 CAD(coverage with appropriateness
determination)®} CSP(coverage with study participation)2 Yro]
Ak

(1) CAD

NCDdH Fol2 AHsh= 749 24 glo] Foldhs 45E g =
B} g3l NCDIME 2A3 3} AAYs ZI3A=RE A
H|AE s op7] flsle] Algke 7 Jltk CMSE ol2gh 30|
F=Elo] Mu2Tt ABEASAE Q@J skarzt spH, o] 73¢- CADE
878K dct CADel 3dshes AU Al 332k Ale3t A

H|xo} Fdt HolHE dlojEuo]A e gR|AEZ] AAIFCR

TR A=

CADE AEog Au|2rt Fojse Aor 2%
AZF & of A v dvk CAD7F 87
3R Aol tisint Fej7) o] Foizit) CA
= T 2k

O M2 Fosle AF e AH2T) 5%

ARt A o7 FFE oo} sl

@ Mz FAsle AFE T Mot %

o] = FuARl CJeirTt AlgHA o g Apgrlo]o

@ AFE T= Mu)2r) 98% ssAdo] s EAlsls Roz <
& AE7Fee] fHehe A%

@ N2 AF Ee A2t Jo8 A5 olE o8 Bo=M

A #e] Walo] Fa3t sl ks A9

w)
ﬂl\m
_“l.t
ok
X
i
rr
o

O

_‘_‘4

Ol
FIF
o
u—{'o



(2) CSP

Eli=Falle! —}F‘éﬂx}g AL U]?l FFe B U= A4
£ 8% F vk FAelle ol F=o ZAR o] A%l W
U= Btk

CSPE 3l CMSE, F7F4Q ok gl & B, RUE, 473
2 Ao BAEs ?ﬂ?‘ﬂ‘%]oﬂ/ﬂ AFeld Muj2rt THEEE BT
o7t E}dSlalreasonable) 2 Q3K necessary) Holglal AR 4 <l
th CSPellMe SAZE F7FE e Ao wa) AF T AH|l2v)
wololl Agket Aoz 1E 4 3l

CSPollA] e7ehks Aolle FARIAIEES o HWe Wele] 4
b e #RARR] Zgit) gy 25 93E Clinical
Research Policy”} 7Idsl= 7les 530k gk

ul- BN vy 29| sdele A-r Aol ARzl tig
A7} AA3s] 712AQD FEelolA] wgAle] w5l Zxd] 3] &=
73 el®= Bkl CSPE o8sp7]= gtk

D 71249 ghlo] BAHE AV Sl A%
@ AFIT A2} WTFl] SRl Fod BolS AT 7
54o] e 73%

CAD= Holel AlF 9 ezt A ARgs == HAsh] g
A= = 9oL CsPe FH %7%—3— Arehe e AR

Aashe AR 2 4 gle] Ao} 9
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CMS7} CEDE A%l QoA a5 922 vhaat 2ot

@D CEDE 2738K= NCDsE NCD 2} UlojlA] o] Fojx]o} dh=t),
IR TS Rl 37 7FsEE onlgith

2 el 598 sl & ok

®
o,

S,
o,
ofo
N
a?
o
A
N
v

@ CED% "gAle] F82kselAl 71& 2 X5l gt A4S
WA o2 drjjelErt

@ CMST CEDE Al o|-83k#| &=tk

© CEDw= @Al9] oty 2AE B § sl= 25 Akt

® CED= ©oRgE <srI]9 <k, F% EHME RISk
FDA®| A& tARIAY TEHA &=

@ CED= PAES st ¥, $Aslshe NIHS| 985 7Hgst

A %%

e

® CED9] A2 W, 14, &b Haol Fafaljof gt

CEDoA o]Roix|E= AN, CMSE AES Y3t AlF ==
AH|0] ARG B AR 8-S AEgh e vl
AT ¥l AESA] ket o] 2 a7 A HitiAle] &
Aol gk gx} Aolo] Aas 01%3108 CMS7} A&t a2y

A 2ER T D Felo] AQEE Bl AEIH] Gerh a2
gk CMSel| ElolEIE AE% O disiMe aﬂx]/\Ea]oﬂ BAS B

(¢

Lh &=2| OR (Only in Research)?

7o) NICEZ} S ¥38E B er4S drlsie] Ugs 4
2 o Al 7K 5 g ik

2) Chalkidou et al., 2007



O &7 AeS EF Ee U5 Ee oI xdel sy
NHS ulellA AR 7)s;

@ FaPdell I ZAVE FAdela, B EshAle vEEadol
Wk 2A7E F24-slo] NHS Wellr] AL E7)e;

@ AH3 A slellARE NHS ulolA AR

OIRZ #19] B0l sid=l= AeR, o 7|we] 3t &3] 7te
/do] et NHSOA 21 gl AR5 dasplodle ol 247 &
3 7ol At Aotk

19991 3HE 2007' 3714 NICEZ} 5333t Hxiol57|&H 7}t duAket
< 1670(4%)7} OIR®l| 3llE3ict. 3t <2 2002'd NICE+= thg<tolA]
irinotecan¥} oxaliplatin®]] thsle] U4 {84, vlEEIPJeR &
W dateeor ARESlE Ao dHEA Setar Stk 20034
MRC(Medical Research Council)= ©|& <HAle] 7|0l tigt 224
A BAE dldslaat FOCUS 9175 AIFBIITE NICE:E F9E
OJSoAl FAE o] ATl THFATIES o] SRt AHe] xEgis
T M sl 2AE AP g HolHE FHsiith A7 A
20043 B3, 2005 NICEZIld27t HES T FOCUS <
T o2 A9t HEER AL HFH O R irinotecan} oxaliplatin®]]
8 584 A7t WHRh

OIRe| 279 584 wAll A = e iAol i
IS s A5 tijke R Addgithd NICES] 2% oy gk
542 S vXH 7)E Grlox Aol & 4= 9tk FSlHr) <o
& 7Fse #HAo 24 sloll Aty = NICES| HAol|%= FtahA]
=Tk

OIRo] AgAoz o]Fod 4 YEZ 3] 98] NICEE OIRE
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AelsH sk= 9ib2d Axalel OIR 2HS AAE 4= Y= 8AE +
Tl Yrlh IAEE NICES NHS7F B34S duht 2 tffs

T3] OIRS] AFo] o] FeiAtielm AloladsiA| A7} s =
= sP7] 913k NICES} 7I9A, 3A7=24], NHS, jz 11e] &
21221 FEAAE nldEo] oA gk el w2t OIR #art A=
FREE o] ofF@A e, 53] AgHe A7t e 7l o
Azsitl e OIR 2742 2 714, de7ieelils 7484
dyor AAA7|E it

o7 7kl A9 NICES S7] vl A 7190l d7E 2
Azfsl= AL daAor 47 Yt} E3] head-to-head G477} F
e AT 719 a7l Ade Wle A2 HE g

72| OIRS NHSUeM 217]=9] A2 ok 2

rlo

®
5

-
Q) Ao Wk 4 ok e OIRe] Am ofF Az

S 5 gl Al 75L oy 1]
B3 Zlom B % guk Jes BFEA ORS 1

AbAe] sz ARl glom, 3l oA osrlee] Wil



¥ g5 2ol ohet o Ueb} 350 Mekls doisle] 2§

3 CEDe| &7t

CEDx AlgH HAogApgor Alas wofallor ske 71e%7}
z29] oxpAgel| w 91dS Heleka %R}-‘ﬂ 2lelgr1gel digt A
e gHap] flsl At e 4 Sle R dijke®
HrlE . 9t nlET) Y= CED/) Al=Foz nldy gjgael =+
7lelut 2lefel] thet CEDS] 32 o} =i Holt) o]ejzto] A=A
°2 CEDE 98K 4% 9o, 45 avte] 4l tisle] CEDE
A3 AT TF, Tapa Fola BEHIC

CEDE L ¥AHQl Exo] 2AE Atk ZlolAlut, A sjollA
Bh golgtls &) Fojgown o ] HrkEA] e 7|0l
s b RS BRska Mgl s FRE F Sue
oA Aleke] Abg- #e] e gtta &

72l CEDY] 743} ARIE B u) &5 BAels iy
A CED7} A=ulilsl] Seide, A7 382 913k Agige] 4,
224 e 2A ks A A7 HH% e, CED9] 2%
< 98t wEAlEl So] EA7} T Zlo] =oE Fev} glck

O\r

2. %He HY MES flet 22

7t. At &2l(Prior authorization)

ARG IA (Prior authorization, PA)= &oRE HIHAE W] 9
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3 AAPE oJeE Al diell AP SRl S slo] 5 ol
o] AME2 Algeke Aotk ARISIAIES] B4 Aixte] duE
HsA7E Zlom, ofokge] AHe AMS Aelsle] diirledt oFE
A S AP HES APl Fofth o]EFoE,
ARSIA == AR 2A-718F 2 E(clinical practice)E =S
7] wiizel] A Ad3 AlelAkE) A (humanistic) gl 2741 <

v Ee WSORE 8-S Ageld clerEulge Zole

ol
o
sy
o

7HeR HlE-S APl FeR delA ok A WAle TRt
Hl-go] o] WAL o] o] W& ooREE ARdsRle]l B gl A%
ojefFoR ARl ookE HlE HikE frEsh, T WAle A%
ok 55 Aol tigk kR R ASAkel 1< el E
o el Fdshe Aelch

ARG E=E FAAZ Abgo] Hud wrle|ekE, 7140] o ML
AgRoR F5 tAle]Ee] sl ook Fol tide] kAR
SUAES Alske Aol wet A8she ookge] GEAAl Huk
AREAQI th el ok vhaat 2tk

o EY FAWA| o] oRE(Lupron®, 43745 2R

o PPN S5 S A8l tig SJokE AR(egq

gk Viagra A1, el tigk A8 FUA A
o Mg EAI} o] ofefge] FoHA| e AEel Selke ofokE
o oo Past HElAs HallmolokR

o oloREFelREd gl wasolokE

o

PlRRe] A9 AR AR clekEo] Abisle] Aadt ook

3) Navarro R. P. Managed Care Pharmacy Practice. 2nd ed. p.405



abl APdERIEAE ﬁéﬂfz}ﬂn A}aﬂ%ﬂ% A 53 73S orke A
A A WS 828k SRjellA] ARdSRlEe WA R o<k
FEllop Athe A& duiFolof ditk

g FEANS FER She Fdelu, ook A
&5 SARY] wiel] AL oL At T 4 oAk vt 2
o] Eafo] HAI vhEA ARSAES dAshe Aom HauHglt:

o Sk FAle] CJeiE ARE AL AR Al jAte]

AZto] 2l

o Pk ARSI Hekels

o Ek Fagh ojefgel] ik HE Al

o AR eloE Hol Uigk gal el

o
okt

2 ANHSHE 3

1 o8 Ugelld JxrAAt del ARRE A Sle dl v, mls
A= SJokE ARISIAIET} ookE HE-S sk TR de
AREE DL STt Wl SAoE ARISIAE Agke AR At Stk

ARSIA = Bl ARl AAlEE weAle], meAlo] =i
7k opet wIZF HMOOM® ] AR 3 Qo ml= #Ros8r]T
(managed care organization)$} AxFAlo] ZaHo] APAGIA|EE AME-
Pl | wiAdle AEA R Tkl oofEn]Eo] Stk ofokEHE
T7He ZA-sPAA oekEe] A, AlElAkEl A (humanistic) S 5
TWI7E EAllAl oJokgel] gk Fo] Algke|R] @A ks Alolth
1999 W= A2 ZaHo] 88.3%7F ARISRIAIEE ARESlAL SIQith
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(£ 33 3=2).

-

CE 3:9) 1999 0] HA B0 ARSI AE

T= izt HicAolE | HiciAHof A
AR AL 94.1% 82.9% 81.4% 88.3%
AErg A 28 A% 79.8% 67.9% 81.8% 77.9%
B s2U0E 74.0% 81.0% 69.0% 74.0%

A}5: LaPensee KT. Analysis of a prescription drug prior authorization program in a Medicaid health
maintenance organization. J Managed Care Pharm 2003; 9: 36 - 44

7h ol= slElAH o

mojAlo(Medicare) = 6541 ol =21, FollQl, WgAst X8
el FAol Aldelo] gt AWl RS Algsle =
zagolrt. WtAlols A 2l Aokl s 5AE AlgTHA
gsront,  2003d  12¢€  AgE  wdAY  ddisPH(Medicare
Modernization Act, MMA)°] 2006} 19 19 BrasmA Auke]ef
Fol el gofshs vitAle] okE D Z23lo] A=Ak

vltiAle] ok D ZEa@e CMS7F obd wltAlelel Aokt Wizt
HESAoA gt webd 2b SAle] B Sl whel goee
ofokE HeY ojofE dePHol vk Aot drha & = Slrk

7o oJeREES(formulary)©] oM ARG (prior authorization),
AR 2] S(step therapy), A& Al¢Kquantity limits)e &3l =3
<& FofolokE HES dRdthd

ARSIAEE B4 AefekEel sl ook AWeks oAbt
HRABAL el A=tele] sfid oS ARgEllof she olfE M=

4) B2 Folx $Aje] BRI HES AFEslehe “tiers"E AMEEE HE tier 12 AU
o= EHFoe] 7P wom, tier 2& WISHE HASC|REO R tier 1ETE ERIF
o] Bt tier 3¢ ARG G BHMEREOZ tier |, tier 2HT} EQINEF0]

2t



Ao o kgl I Bag 7l Fale] nEA AREHEE
7] $faiMoltt. mls 2F2) REPAH(FDA) 2-850] nig- 54
Toll dehe ooy e et Sle ok, AlERiAe] A
oAl A g7 Aol she ojeigo] tide] Hrk @A
A g AReAEe] & dejeta & 4 Sl 7ol HpA|
SETE PAF R AMshe ZloR diiEe] Exl A
w7t A5tk 7Ho] HA] @8 SRS ARgsiley Bt
A 75 He oAt o3 Berde] o= o v ofokgs 3t
oAl ARgEloF vt e At Tl SIS do] o] Hig ook

2 AT 5 Uk

oy, ol

o

r
rlo »

&S
(

52

Lh ol= ditiAHol=

HoZel=s AAESS ez e 98xd Zzagiom
1965 ARR|EAFHCl wat AAlERI W] HHS AFst CMSel
A FHs FERA AAPTE FEeith

HoAo| =i wtAloe} 7R 2 Ao ekE S5 (Preferred
Drug List, PDL)°] Slom, o] £=0f| gl oJofFe] 4% ARlsele
Wolol wtjAle] HolE& W 4 Atk Omnibus Reconciliation Act
of 1990°lx= wtiAle|=ell HHAR] oekEgoiEsg EFske
AL BRI oM, 1993\ 4% HEAA oJokEnl 8= Aitehs W
Aoz ARISIAIES ST 2002 @A 407059 DCellM At
ASUA=S AArske 2o defA] Sk

oAl =] APl thidel ot Ak theat 2okS) ml= 7t
& "= FDAQ] A|#S|71E vl 67)do] Al RE oJekEd] disf

5) Laensee (2003)2] A7l HuE wtAlel= TejAY] EZ 1% (Medicaid managed
care program)?! Research site HMO2] ARd5R1 tide|okE, dxt 52 et lolth
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| SICleRET) e A0 ALGEE olokE

- A o AMIEe] Sl BE BHHlle ookt

- FoloeREEE| e 9JokE d) sidenafil, simvastatin,
topiramate

- A4 IHAES W= oJokEy)l oFE-oW FDA $9W9] e 5
QY FEATHAE Holuh A eFey o) Al 149
o)y ol

- 500€2E 2k AW

- 9l<&d, oulu]Z(epinephrine), HIEF B-122 A3+ FAK
ookE, ot e 1E‘r S AP Folske AR

- ZR] S He ookE o) 19 HH A 1= d
)+ montelukast %+

- M=} opd ofel ZAlSH: olokE

1

1999 APdSl 8357} 7P B ABa2 vgE P
follom Ak, Fr-2Al, THUABA
AT F &9 107 Azo] HA ARde)] 849 56.5%F A

AailaL, 9 207 ABsro] 74.1%E ARG UAKE 34 3
D). HERI dajde dubdor dxZdlela FolHA] ghor <
Al elall AEa ojgt o Agesihu ued B¢ ARl
Bl ARE Stk ARSI A fUE T divkre Hil=
ool



CE 34) 1999 017 YA S| ARSIl 28 714 N9 20% AEE

XET ARHE2l 287 %
Hge agalEer 2,696 12.2%
APA| 1,916 8.7%
F9-2A 1,830 8.3%
A=A 1.172 5.3%
A 1,067 4.8%
Cox-2 A3NA| 825 3.7%
SAA| 802 3.6%
HlE71d B =ERIA 788 3.6%
3 A7l 713 3.2%
ZhsAe} WA 693 3.1%
A 599 2.7%
ACE il 506 2.3%
ZezElE AstAl 479 2.2%
HmG-CoA #2] ZgZol= 54 460 2.1%
Z1EA)9} NSAIDs 439 2.0%
778 e 403 1.8%
SHT Ag5 39-&A 294 1.3%
A} FEYLAE AIDS XA 250 1.1%
Zis)4 248 1.1%
CNS A=A 214 1.0%

A4#: LaPensee KT.(2003). Analysis of a prescription drug prior authorization program in a Medicaid
health maintenance organization. J Managed Care Pharm, 9, pp.36 - 44.
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©
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<E 3-55% 1% o
risperidone?} 22 il vtAol= oY AT B
Hidel Aoz B 4 9)om, lansoprazole¥} #2 HHLXEA
fluoxetine?} 22 F-2Al= IRk oz A Falox] Ho| A=

Slefge] Stk

o\

P

0% w

-2 2rox rir mHiQloo Tkl




o~
~

rQOZ Ul MHIQ IO O -l rotdo mimlekmfofol lopgy > = 1Q

(& 35) CiI AIHSel oofE o8

29 sz HIEES | emas | MTEC
E HE %

1 Lansoprazole O 1,350 3.6%
2 Olanzapine (6] 1,280 3.0%
3 Risperidone O 940 3.0%
4 Bupropion SR 586 11.1%
5 Metoprolol XL 545 6.6%
6 Generic temazepam (6] 449 1.1%
7 Topiramate 379 7.9%
8 Rofecoxib O 287 3.5%
9 Nephrocaps (6] 239 2.1%
10 | Atrovastatin (6] 230 2.2%
11 | Zolpidem tartrate (6] 228 1.8%
12 | Fluoxetine O 225 1.3%
13 | Setraline (¢ 220 3.6%
14 | Tramadol (0] 212 3.3%
15 | Paroxetine (6] 212 3.3%
16 | Celecoxib (0] 211 4.3%

A4#: LaPensee KT. Analysis of a prescription drug prior authorization program in a Medicaid health
maintenance organization. J Managed Care Pharm 2003; 9: 36 -44

Research site HMO®| APd5<l 24o] H4w, HMOE= A A
Hzlo] o)gt X 8A&S &71AY, HMO Lﬂ EfIE Wl oJ=AeA=

HE 223 388 Fu glo] Al AL 2A5] o] it
T glo] AFE ASY § JEE gk stk A5 Al¥2 FDAA

U TPel=RRlE Freliof s AP gl SlofMe <k
SAPE ookE AREE] ARSRIE detl GAARD Agle] glem,

7Vssiha AR @2} ekl 7] Aol ARSe1S Yool B,

HMO®S] VES]T] &aHA] eb2 oAt st At 521 9

ol AxEHe] ks e ALY ¢ dAR T 5= A&
Aglo] glrk eJekE ARGl 842 24A1RE ofuel] HESoo} o,

Q80 HMO7} 4917|158 =311 &a 4<% gz oer}
HMO7} 583 7lol=aelel] wle} 242 Axsil "ok <A,
g, okro] 72417 Uiell witiz tieleje] ARS SR dch AL



A%<l TR 2 o1l W Bk AL AEE wg

97, AR A humanistic) B3HE AT g 2AE A
itk Wk SRS WA R A olokE 4

9] 9a4o] AR & Uk 53] ARSBAL BE Rl 2A
A ARe] MBI T geleREel EUAE AL W AL 1
AR A TANT FE Yk BEAPE R A1 g
$X84 0 93 Aelol Ui SARE ol Fr TP
oF bl TN ttle] EAITCE E ke MlBe ARSI
& 2olel o 2e8E PYul8old, Feldman 5(1999)2] AT
ApgolEe TRe] apgelgol tiviel AmTel Agus olokE
W gairt Be Aow vehich

7h 2HTISH

XA cyclooxygenase-2  AJallAl|(selective cyclooxygenase inhibitor,
olg} coxibse} Th7F =gl we} 7]Ee] ARgEe] o BlAdEA 1]
ZH|Zo|EA] A9%1 %A (nonsteroidal  antiinflammatory drugs, ©]3}
NSAIDs2} ghe] Alg<] coxibsZ U4 thAIERATE CoxibsE B
2 NSAIDsET 37tou} AsVdHAF 59 7482 =9 o+ U= &

o\
N
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o] itk efekEu]gol it ofjat A7kl Fado] Ui wef 1
AgTAA gHale] coxibsE ARESE] $I8l ARASIAN = F AREE 3L
ATk

Fischer 5(2004) #tiA0]=2] coxibsell tigh ARdSIAIE &
I ARISRAAETE coxibs ARSl HIR GRS EASIsIHE 2001
MedicaidlA] AREE]= NSAIDS ARl ARkE coxibs7} 2HA|skaL
Adem 871 F7F coxibs7t E=U® 1998 WHE, 227) FE=
2000-2003% Z°f coxibsell thHet ARSR] EZRIOe =4SKITH
[ 3-1]3 o] ARSel Z2 728 =908t T A NSAIDsolA
coxibs AME0] ZRABH= F-80] 15% A om, ARlEl7|Ee] o
Ak A 23R G2 AT o & FOo= ARgo] Aag low
LR

" Gleason 5(2005)2] A7lME coxibsell thak AFdEle] <]
RF AR Folu Y9t SEA RS Y AoE HauHth

0!

L

(32! 3-1] HC|AO|E coxibsti CHE AFMACINE S}

Start of pricr-authorization policy
o . States without prior
g &0 ! authorization programs
N —h— .
wE 0 :
33
85
O = 9 States with rmore restrictive
E & i0 prior-authorization criteria
= ‘g 20
E 13 States with less restrictive
-\ig 10 pricr-authorization criteria
0=t T T T T T t T T T T T ]
) 5 4 3 2 1 0 1 2 3 4 3 [
Mo, of Quarters before and after Start of Program

A4 Fischer MA, Schneeweiss S, Avorn J, Solomon DH. (2004). Medicaid Prior-Authorization Programs
and the Use of Cyclooxygenase-2 Inhibitors. New England Journal of Medicine, 351,
pp.2187-2194.



Lh IR ZA|

EZEHE A3A|(Proton pump inhibitor, ©]d} PPIZ} ghell thial
APISRIAIETE Ee] 4853 l=H), o] PPIZE RE=A] BaskA] ¢
& el A A7kl H, 84 Z3A|(histamine,-receptor
antagonists, ©|5} H,Ag} $h= X|Tsk= Flo] 7Fssl7] wlitolt}. PPI
w78 Al AR W AR, EEALEE
S9(Zollinger-Ellison syndrome) &, #Y% Z HF24 2x=do]
Al aRel] ARgETt

tls oAl Eoll e AR gl FSe] gle sk 3
AFehel tiek PPIAME= 7H40] T B2 oA ARRCR uH7] 9
el APSA =S A em, PPI ARl theh oJsk] I gA(dl:
T2 e A eEEshS GRls] flel e 2 g 7Rk
7es ARSIt

WAl SRS e R 3 Delate 5(2005)2] A7<ix PPI
of ek APdsSAlEs 7Fe] v PPIS] AMS E0la, A1
HA AHS 59 SIRHERIAAC] theh A7H8-2 2,340 2] 1
AR Ao veit) o] dTelA PPI ARISIAIEE PP A=
2] g AlEe] S R Arol] digh o H deug, A
o|gH&s FTRIZIA &tk mis EMAF widAlelE Z2a9S
Uldo2 g Smalley 5(1995)2] Aelx%= NSAIDsol that AR
LA} AE ] A5 58]a FAE NSAIDs A= 2¢4, 2d
ZE 12807 229 HIR-S A3 AR et
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= 24 dglEeko]l  dEQItE  Aripiprazole,  clozapine,
olanzapine, risperidone 5] ©37]¢l &3t} o]t 24t Fgalm ek
& AAA EHAS(tardive dyskinesia)¥ 22 F2Rgo] A 3t
TeEE WA= Aol e v, ¥R W, AlF 571 59
AR, 718 ARSED aFgAI ok HIs) =& 7FAC] wdo] Sith
APASIAIEL vzt Bt e Ae® HaE N
oF de] aleke Sslde] waHA| gof, AT & s Xﬂﬂ]a
e A7IejeRge] BA om, Hao] F5Y At dHew o
.

g 94%%—3; S Al ot = ke o) A0 0

Law, Ross-Degnan & Soumerai (2008)7]— AAE wR|Yole} Hl
Aoie gz 24 iAokl ARSI EE 2 2
ool ook HofHlRS EolA B9 Ao yehteon, o

Aelekge] 7Ho] ApA] o2 Aol dler A4t

24t gaekt AAE B U ol ARS 71Eo] Qo
F2Rgol| digh 24l RS FE9] wedsherielch 2410 Al ek
& FARGT 2836 diEl AlEsEE isko, ‘1UH1€4_ a2k,
=R19] Aeldolelle 7k A ZPnk 2y FF ol2lg 285
o AiEE Aow deiA Utk 20059 49 Dl% FDAE 24t &
rlgeto]l Aul w=R18Rle] AFFES 1.6-1.78] T7MARITR: HuE
Pt 22y Polinski 5(2007)2] ATl wtAlo]l= Zz o]
50%°lA 241 gal el tiek APASIA =7 U3, FDA 751
1'd 47§o] AP APl ARG A} oJokE Ag30lA T S5

e 2oke AR’ ZRade] fIE AR AR



Soumerai(2004)= W= HTiAo| =] ojokE ARSI el v
7} 2o A2E Ak ok

- 7F0] vl o]ekES Aihs titie] $xjEe] HUd X ET
W 7He] B oekgom A oR A8E F vhe g
k=t 24 e A ge7b sdofob Sh(NSAIDs, H,
A, ACE AlaliAl)

- ARSRle] elEE ofokEol] thek $k4} Rhgo] Sajel] wle} o]d
Ao Jehte 7] Aojok gk (Hy AR

- AIFRE ook AEo] 589, Y, APgE ANE 5 =
& FokE nelgdwo] ookl FZske Ye AL Fsjof itk

- TSR 2JfE wAE ke AL ookE wAlZE o
ofal Eapols g7t A 4 l °RFoR wAS}
T Tegk 71do] Asdithe 247 g AT A8Eolof itk

- ARl 2ol AR AY, Ha AlEsiAl Zagofo it

o
o O
Ny
13
1o

Lt. {7tAtet Z1F ALZ(Off-label use)

7R 2k AREE ofokEe] A3Fom Alde|TiER] % Hgh
o il oJokES Ab8She Zlolth 5 1eigh ARES P, frEAd
o d3h Hagh PIAAe] 27 glo] elate] etz #9) sl A
Sh= Zloltk

o 75 sy 23 A2 E71gH, tiEAQ] 757t aof
oMol olokE ARgoltt Al FR1 AelekEe] 3/40] Aol thgh
232l §leM(Hampton, 2007), Yrki= drbe oz ARl
Aol ng ikl thek ojokE ARG TR SV ) ARgo]
Ti(Fugh-Berman & Melnick, 2008).
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WG A= PPk 23k AR 2] oA Bk
ok 2001'd mI=elME 1995300 9] sl7rle) 23} Aol o] Fo
o, 01% &3] AREE 16070e] ojefsel] thet BE A
21%°1 3Ee}(Fugh-Berman & Melnick, 2008). &|7MALg; 22
89l 3% offdl A7 Ak ZAZE A gAY dE glo] ol
oftt HuEtiRadley et al, 2006). &= b X golA o] FoiA]
SeRE AREE] 75%, BlFIERlN SJekE ARl 90%7t SI7K 2
I} A8l 9Jgt Aot Hampton, 2007).

olsh Lol SN 27 AMES 2RI TS B8 BAE
slom, et TAgle] AHegel whe} Be] Qkie] 9ol €1 9)
o, 28 ARl A7) ol wado] 9 74 Bl Belgow
W7 ARSSEESE 31718 218 A bromfenacs SJAFEC] 37MARI
ge) Ak AP A A7 S oplain A% AR a7t
1At Alﬂoﬂﬁ HEFATHGAO, 2001). T3F 2gdlo] 274l
HolA cfERag Andag PAS s sk 27 Akge) A
o= Auom oREfae RNl O we lom Ve
(Ufer et al., 2004).

el SJeiE sI7HIAICIA 2ofRe) A Fole AlRAbe] o
A A7 Slofok o] Fold 4= itk ARSI ald A5l g
WIS FAsto] sI7pAE e dllok 285 F71el ek A&}
ool I AlRe ARG AgsE HEe] AeT F
7k BE ThsAdo] v Atelle 2ol KA, FEAE % %‘6‘}71
A3t MRS FHslE L s & Aotk dARelA ST
23} ARgoR ] AREE el ARl ofsAll <
sfo] Aol tigk B, FEA SoE EEER] e A8 Skl
et HEZ} o] FeiAA] e & vk

32
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3F o2 SPHAA X BA|Z S7MES 1H]E 29k ranibizumab oY
21 3ok bevacizumabs A% AMS(EI7HARE 23 AM)SHE 7t Al
AR Hawn et F ookis BT el e Aleks|AL
£ bevacizumab2] WEA X @A tigt <HAA, 84 AlES &
P& WA T8 2] Rtk aelsle] F8719Q1 = National
Eye Institute®lX] bevacizumab®] SR de] gt ARg<] A
B9 W7k Z&sta dvk vk A7 A7} bevacizumabo] SHHA
Aol g3} 9Jom <kdA ZHo| A% ranibizumabRtt FE3HA] &
oha, dA) s17kE]o] AR8skal 9I= ranibizumab 71| 44 o]
Mo R w7t 7t

= 7Y 23 ARl g 2 ALl disiMe Al |93 A
7 Az gE oellE 7M. & duar = vk s7ARE 23 A
8o] opfe] &3] ofFolint siejeke A ek A7 mlgst
Ao, 121 = WX ofokge] A ARE SHelA ulst
2ol Folar gape] kel fo] d = Stk wepr AlElHoR
S|7pAke 23t ARl thet 24 O] tioks wldaljoR shH S171AL
o 23 oRret AEE X3e nRaE Fgvt Slck
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M1E B THIS OIS iy

1. 2HIE 4ZF2 = HY

rol
Ok

AAAE Alefo] SAIHH fejuilli® tif-2 2 s7lEe] =
AlETE aH]gef ks Aloke] ZAew vRPIAIQIH], <3 4-1>2 AAA
1 ZaH)E oJekEe] 2010d 7IE Ul Y dske HoETh 97K
oJekE F 7/7F Fflelld] AlRE L 9o 2002~20101 Alolol] &7}
ok ;& o7} o] dele Z2aH|E oeREldE &
T8l tiiEe] AR EAY fle lFlelekEelold 2010 s17kE
3 AFE ALslae B 1A3EE SAle]ekEelch

SAE 67 ©lekEe] 2010 = S 2x7unt g g, s
ofoke] &l 7H Te $) I BlEo] ulg maelk Esla 2t
TR7F Zoba] Azt FHE-E 18] 2 e otk e oRES]
AZE FHE FRIF 2R vl o] AAEE Aol mX= FEkol
ko ek = gloh

2007\ HFRAS] FAPGAo] MUESAR HekE|1 I
ot 7HAA% WAo] mRiEwA, ol2fgl Mg ookEe] BEFAE
folaiA] &3, 1 el B2 =Ao] EAEISITE <iE 4-1>00A

20074 o1 FA7kE SJeRE F ARG FAY dokE Al e B

H|

ofrrgl M1 MR w2 pHIS10 o
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HeeA 2go] A

[e)
E el

1 29

Solt}h, dekzeks uA

gt Alksirle] S8E2 =o)7] 98l T wAlgls Ede =

A2 H3gn, el vl o
A gsibt A% PASAe AEe AR
o] FolAir

A FHo]

olzgk /\PE%MWE &

< 749l =
A Hele

7VeE TR 9ler sEAlel SHEE

XO]—-S]_;]—L ol o

PA—

A B e

= o]Jokiz=0
OE -’]'1 =T

e

QAR el o] AYEo] SAly]
AR wlahd

I QU%o], 712 ALRE oekE TANY
I 2] Al vlwE ¢ gls v
, MES Ay 222
Aol & W ole|gt e

S‘uj&E
= o
W OE

R HAAe ARARA HASA) O BAe] apeh A %
g5 2 o,

& 41) MAN ZaH|E ofEe =L FE

82010 7|%)

HEY M2 I 57t | EHESA o | EHHR)
(—;(;;1;:) eculizumab 2010 RS -
(gggi;]) idursulfase 2008 =7 2,790,000
ﬁggg@‘; galsulfase 2008 =4 1,900,000
(ﬁd}i@ﬁ) algh;fsziadase 2008 =2 957,000
Arcalyst rilonacept 0jZA| - -
(Fjﬁ;zzg;) agaéiit‘iase 2002 =5 5,067,626
fﬁf;;yﬁjf imiglucerase 2002 =7 1,180,000
Aldurazyme | ) o Gdase 2004 = 963,075

(k)




%}’ EU}E]/\ Jq.xqoﬂ 1;],1:11-/\4 7ﬂ§],4

k] T
oo} e

)

71 319

= O
g Alokse

offl elekEso] B 9tk

T5ag

o

N BAZ R
2 M) ofofgel ddsla felvEllME
HESAH] ek a2y 2007 o] F &
78RR 7t Aol Fod7t 1 EA] ot vl

AP}

& 42) Tl F2 THIE JofF HY
CHA = st | =0 23
ME AHED z =P f
g | °FT CET | dE | o | oby B
o e
2 = 1,346,1 1/4
rituximab (Mabthera) 003 = ,346,170 50ml/¥
» Ev -
erlotinib 2005 =] 62,761 | 150mg A
(Tarceva)
. Hzg 100mg
1 2 = 102,52
temozolomide (Temodar) 005 =pe! 02,527 e
sunitinib <=l (Sutent) | 2006 | F 157,508 | 50mg &
o} . Aol = - -
bortezomib (Velcade) 2006 =] 1,030,205 1%
b i b opik=d 2007 | H]g4 25mg/1ml
evacizumal (Avastin) = - mg/lm
Sdgx - .
i H -
trabectedin (Yondelis) 2008 | H]F<] 0.1mg/*
ST =t 10,
lenalidomide L 2009 | HF4 - 15,20mg
(Revlimid) 1
e
S
etanercept (Enbrel) 2007 | J 201,474 | 50ml/"
= n
T adalimumab | T | 2006 | gel | 457,46 | 4omid
ES (Humira)
4 ) Ao]=
o | infliximab (jeﬂc; a©) 2005 | o 595,640 | 50mg/*
S&xjo}
abatacept (Orencia) 2010 | & 354,000 | 250mg/*
interferon g zza)d
=12 & 112, 44
chat beta-1a EFAKRevif) 007 | 058 mee
A interferon Wl 254}
2 F E
73} beta-1b (Betaferon) 008 | 83,398 | 300meg/8
= i S
> | glatiramer 2003 | Fol 30,000 14
acetate (Copaxone)

H|

okrl H1Z [ 42 HHiQ1o o
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2. pE N Hi4Y HaEH HY

—

¢

g ozl o Ul Ak o FulEls B, PR
S5 & ToagomA nRsiel A 1 St oS gokd Zle
o2k 20091 HC00~C97)2] & ATl 822,398 o=
2008'd 749,903%l Bl&] 9.7% J7FeINem, 20041 thH] 55%
S3lth A9 20099 300,622780F 200413 thH] 49% S}
31993, YAt 1919 AFHE 6,648,070 922 2004 thH] 55%
71K 2EigAk=s 2009 782,873 o2 2004 490,35075<]
Levlell Eha, <Al 1999 EHE 1,530,597U22 200410
HI3l 150% S7FIITHEE 4-3 =),

f

(& 4-3) Hz=e ¥ (C00~C97) xt T=SH 20

2009/

7= 2004 2005 2006 2007 2008 2009 2004

A

zz

guA=S

204 531,587| 564379 | 610,374| 677,295| 749,903 | 822398 1.55
%)

28|

(b)) 1,164,473 | 1,385,611 | 1,828,540 | 2,206,721 | 2,860,532 | 3,196,819 | 2.75

10
zlgH] 2,190,559 | 2,455,107 | 2,995,769 | 3,258,138 | 3,814,535 | 3,887,192 | 1.77

2914 201,282 | 212,327 | 227,939 | 258,188 | 289,883 300,622 | 1.49

864,586 | 1,001,067 | 1,299,683 | 1,557,002 | 1,825,510 | 1,998,556 | 2.31
(el

1905
ZlgH] 4,295,394 | 4,714,742 | 5,701,890 | 6,030,497 | 6,297,403 | 6,648,070 | 1.55
()




2009/

2004 2005 2006 2007 2008 2009 2004

<]

ol

214 490,350 | 525,289 | 573,969 | 632,239| 699,969 | 782,873 | 1.60
)

!

2]

299,887 | 384,544 | 528,857| 649,719 | 1,035,022 | 1,198,263 | 4.00
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- Myelodysplastic Syndrome or Acute Myeloid Leukemia
Azacitidine - Myelodysplastic Syndrome or Acute Myeloid Leukemia
(supplemental)
Bevacizumab | - Metastatic Colorectal Cancer (1st-line)
Bortezomib - Previously Untreated Mult1p1f: Myeloma
- Refractory or Relapsed Multiple Myeloma
. - Locally Advanced Head and Neck Cancer
Cetuximab . . e
- Metastatic Colorectal Cancer (3rd-line, with irinotecan)
Clodronate - Metastatic Breast Cancer
- Early Operable Breast Cancer
- Adjuvant Breast Cancer
- Neoadjuvant for Non-Metastatic Breast Cancer
Docetaxel - Metastatic Breast Cancer
- Non-Small Cell Lung Cancer (2nd line)
- Non-Small Cell Lung Cancer (1st-Line)
- Hormone-Refractory Prostate Cancer (HRPC)
Evirubicin - Adjuvant Breast Cancer
P - Neoadjuvant for Non-Metastatic Breast Cancer
. - Follicular Lymphoma and other Low Grade NHL and
Fludarabine s . .
Waldenstrom’s Macroglobulinemia
- Carcinoma of Bladder or Urothelium
Gemcitabine | - Non-Small Cell Lung Cancer (1st-Line)
- Pancreatic Cancer
Interferon - Melanoma
. - Metastatic Colorectal Cancer (1st- or 2nd-Line)
Irinotecan . . . .
- Metastatic Colorectal Cancer (3rd-line, with cetuximab)
Li 1 .. .
1posom§ - HIV-positive Kaposi Sarcoma
Anthracyclines
Li 1
1pos0rr'13‘ - Platinum-Resistant Ovarian Cancer
Doxorubicin
Liposomal . . . .
Doxorubicin | Platinum-Sensitive Ovarian Cancer (Single-Agent)

Nab-Paclitaxel

Nab-Paclitaxel for Metastatic Breast Cancer

Oxaliplatin

Adjuvant Stage III and High-Risk Stage II Colon and
Rectal Cancer
Metastatic Colorectal Cancer (1st- or 2nd-Line)
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- Adjuvant Breast Cancer
- Neoadjuvant for Non-Metastatic Breast Cancer
- Advanced Ovarian Carcinoma, Fallopian Tube Cancer,
Paclitaxel Prlm.ary Peritoneal Cancer and Uterine Papillary Serous
Carcinoma (UPSC)
- Platinum-Sensitive Ovarian Cancer Patients (Single-Agent)
- Metastatic Breast Cancer
- Non-small Cell Lung Cancer (1st-line)
Pamidronate | Metastatic Breast Cancer
- Plasma Cell Myeloma
Panitumumab | - Metastatic Colorectal Cancer
Pemetrexed - Non-Small Cell Lung Cancer (2nd-line)
Porfimer - Photodynamic Therapy for Non-Small Cell Lung Cancer
. - Advanced Malignant Pleural Mesothelioma
Raltitrexed .
- Metastatic Colorectal Cancer
- Chronic Lymphocytic Leukemia
- Aggressive Histology Lymphoma
- Single Agent for Indolent Lymphoma
Rituximab - Combination with Chemotherapy for Indolent B-cell
(Rituxan) Lymphoma
- Maintenance Therapy for Follicular or other indolent B-cell
- Histology Lymphoma (excluding Small Lymphocytic
Lymphoma/Chronic Lymphocytic Leukemia)
Strontium-89 | - Palliative Bone Seeking Radiopharmaceuticals (PBSR)
Temsirolimus | - Temsirolimus for Metastatic Renal Cell Carcinoma
- Platinum-Resistant Ovarian Cancer
Topotecan . .\ . . .
- Platinum-Sensitive Ovarian Cancer Patients (Single Agent)
Trastuzumab | - Metastatic Breast Cancer
(Herceptin) - Adjuvant Breast Cancer
- Metastatic Breast Cancer
. . - Non-Small Cell Lung Cancer (1st-line)
Vinorelbine .
- Adjuvant Treatment of Completely Resected Stage II or
Illa Non-Small Cell Lung Cancer
Zoledronic Acid | - Hormone-Refractory Prostate Cancer (HRPC)
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H2& ¥=: Highly Specialised Drug Program

S| 4= PBS(Pharmaceutical Benefits Scheme)”} Bo] opd
AFHEM AE L ZAEE efofEel thel FiE AlEgt The
National Health Act(1953)¢} the National Health (Pharmaceutical
Benefits) Regulations (1960)°] A3, STl oekE: Ho= F
= PBSE &3l ol FoA|1L Stk

Section 100(S-100)2 <ll4 PBSSF HEQl oJekEgofAl| A,
Section 100 highly specialised drug program(S-100-HSD, ©|3}
HSD x=Z73lolg} shL Section 1002] FoIA= F shueltt. HSD
Z2 ] &l ofokE] gk 82 S5 FHUt et

HSD 8= Wh= ofoREe wHdst X|5d ARRY = ooz
oJoREe] A AR B At JHUe oA wiEe] At AE
7t e FFHL I FEekES Algkeitt. 54 vHdE
Blo]] ARgET HEC(specialist)?} WA Fo] Atk o] oekEs
woleleRRo g AHely] flelixe o xle] el Aafwlofof gt
ol kY] e v Srke A Eske Awele] Awstel] fA]
Sl gkl HSDOJoRE2 A& = Stk

HSDO|oRES SAlE 285l teixrt 57} 7hssitt. A
A e A5l il N St 590 e e W 8l
o €27} HSDejeRE< Fofeef HSD ZEsie] Folshe H
oll Thiok spH, el HolAlelz ALstAY SfigialelAv H
A=A, Azt AEeloA EE v Y =2lEs T3
7 e IF AFAHEE VI8 7S USshe AlE)elolor &
ol 3= HSDeeRE I3l tisll PBSeF fARE HlE= EHas
2 E3foF it
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W7PH oA HSD2JokES- AHto 2™ Medicare Australia®l] £
Zgslo] SIS Wolof gtk OBzl AP gofoloREoR o] 9
oRES Aehs H sl s0s Felok @tk 27K olui(Clozapin<
1704 o) Hi 581 WHEAel] thell 5<lo] 7hssith HSD ofek#
A old RIZBEYe] ZAlE e AGARE] d=elM Al

TEHLE S HSDE a2 AN HAR7L #=j3itt HSD
oJokE A FFHY Feld ZAIE 5 vk oeRERit A A
S v Slgv) AeljA ok 328de sl AEs HSD
o]okE2 Complexity Authority Required Highly Specialised Drugs
< Aelaes <7F Z83F PBS  AW(Authority  required
(STREAMLINED) PBS Prescriptions) 02 A FE= FEA3AIH| 2~
£ &l P s0En: Ao AR vk s 3 Q7
Qlo] g3t} Complexity Authority Required Highly Specialised
Drugs< AH5%1 A1%o] . asht

ol> m

HI3& ofda=: HTMP scheme

oldAEa Aol CleREs BEeR ofel K A
(community drug scheme) & 83t A== thae] 47FA|o|th
@D YRk FAH]| A %=(General Medical Services (GMS) Scheme)
oS YUY sEo] gle ARl FERE AHALE] o=
odlA olekES FAlsle] FHdhe A= 704 o1 =91E X
glslo] oldi= Q1] oF 30%7} tide] Hrk



2 <JekEH]- 82| 8A =(Drug Payment Scheme, DPS)
o ofdill=e] AFRPAM QA oETteFe7) Qe AlRES
o= sith SRl oJokEel diel 9 85 fr= (2007 7
D) olskE AP} Felsitt
@ 714 A=(Long Term Illness (LTI) Scheme)

L A AEE U] o) 2 g Agse] thies A3
Q

@ H7|=o|kEA=(High Tech Medicinal Products (HTMP)
Scheme, ©]3} HTMP&} g}
A e Bl A IeslerES 2R, Aol
i

1996\d o= HARE= HTMPA|EE =319tk HTMPE
A HEESo] A4 oM, interferons, ARVs, AFATE2E
bosentan(’358: Tracleer), sildenafil(“d3%"8: Revatio), Zinc acetate
dehydrate("%": Wilzin) 5°] o7]ol] &3t}

That 2ol 5Tl 5 B3l St Av]se|okss ANk

&)
ok

A YoM FleoolES AT FAse] AgelekE

ZAPEE A o= A et

o] AARE 7|2stn B9 U3 At H(Health Board
Liaison Officer)ol|Z] #|&3th

@ HA9Y3] dA2tF(Health Board Liaison Officer)e] 2P/} A
g3k of=o] Heblse]okge] ZAlEook drhe Ae gt

@ of=o] HWsoloREs odmnld T Al 71
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© PPt JofEHAS flell e olE: HMHT claim)/ %
A7, TEA SFHAME 2 8AH])2H]-8-29]9U3](General
Medical Services Payment Board)ol| A|&3Ht.
old#l= °RA}33]= Good Dispensing Practiceol] FHT7|&o]kE
o tigh s Zdeta Utk HleololEe ZAlsles AH
oF=o] ofals AREARI oJokE ZAllol] A= 7l olelol a2
2L g gzte] Batek obE gl F-g8flof slay, RuUE o] dasht

3 8ke]a Stk

H4E Y=E2=: Expensive Hospital Drug List

Udet=e] ofekgAes et ARgehe ofokgat olieapt
AMBBIE ookEel tial] olestElo] gitt WeolA JAZAAAl A1E-
Sk 9] oES Wdltol A &= Beo] ookEe ulgk Hrie A
2 GBI olof wial, o ookEe B} ookES Hols
ARl Tlell Fo oJRE AHsle] JAAESS At

HeloA AMEE]= oJokge W] A il AEETh Wl
A Aokl thet e FAEA] gkony, A3k

A NS AR H G 1A 5 odek Aol Hhek 1y

%, SRl SIeRES] 718 A} Al eI HelsA e 7

.

olelgt FAIE edskr] el vdet= HH= 20065 ‘Expensive
Hospital Drug ListE& =315, ol A7 sklr] Hed &
s

AIARID Alete] ARGl thell Wiee] 7S Algshes Aotk



el o] T FEsl wledE BEd e ookl

& FH R 3t e i B & 7H8e] 80% 7 F7t

Hlg-S WS 5= glom, B]7]e]ekELS 100% 714 8-S WS 5= itk
]

o] Z=ae] tide] HH vhee] Al 7K TIES WS

b

D #7499 AA7E Solok a
@ H]E-ofl’l FI(cost-prognosis)’} L3t G5 dofof s
B oJokEl sl A7F Zagh /pE Aol Slojof dith

o A A AN Ukt AekE, AAA A} gkl
94 ke Aze AeisclelEel vl we e RAse Ao

2 37k o&;u;— el ATk B9 lE TR ) A
A2 AaYsle] Pele] Azst B g vlgmRe o

F7HQ1 ABE ASlor sha, A= AT ARl HlS-R
ol gk 7ie Aol &2 AFE 5 dojof gtk AR 3
| oY= Algkdrt.

HF Hrie B8R 9 Y% (Healthcare Insurance Board)ollA
HReh A= HolE7h vlE- TS SsA] Hold ] digh
F71891 vl Alge T 20061 o] ZZa3o] =UFAES uf,
2371 eJekEe] ol HleH, o F e/e 3lFIeeREola i
o] §f APAAESE AlHE ] ARgShs o] okEo|Tt

HSE ANE

oF FAASt 5 F=Ask) g3k X 8A2A 1| Alek] Z)Eh
A IR ookEo]l A HAF Fe|A AL Exle] ZrHoA
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vdgh=e] B MW JH]E efefFo] W
7] wiiel] Aol APg gl wheh wieA] Zagh 3Hlg- ofokEe]
Fwol| Apa/gdo] A REE w7l HER ookE HlE-S A
ot he= BRI = SlSlth feivEel SM 7S} o] ARE
HoR HlE-Z Jesle AEAES} gE] MEAAE 1]
| et e AR

A, aHE ooREe] AN e ook di] AN, T B
o thet SIS 3elar vk S5 HSD ZE1felx= g o<k
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o], gt Sl Fo] AL o FoRES sl B e AL
ol It} ARE-E AR flsle] FEIEE SAlBkaL itk ofd
A=o] HTMPIM®E 8L Aebrleelokis aaie S SAlst
3 FEAR] FARRS Adslar Qlol, AAg ARgo] o]FolA R
a7] %’4?‘5& F7HQ A Axlska itk 5 88 oJokEe] A|5A)
2 AAE 7klele] Hogk oA AR FHskE FHEE A8-S
7] 913 AleA] weo] IR a7ES & 4 Utk
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o Freth vgdse Bddi FHEe S ookl dise]
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T} o] Fed o doi(abaH|o}, 2010).
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