AREM 2014-07

Melgo|Eo| Tlap 2hitof ghet
XA

gf&ld(Of - gf2 Xt - Xi=~0] - 0|0l

KIHNASA t2szaueme



[Ri21e7E]
B0 IFRANDATY A7

(FXA]

SJerE o] oJxte] Aol HA G A7

SREZALEIATFY, 2013(SX)

20124 oJoRE AulF 3 Bl FA AFEA

HASX|S-S=EAAEGHTY, 2013(3H)

B )

Rt AFuAA AT HATY
A0 FFRANIATY FEATY
oltiE FIRANIATY AT

Gt 2014-07

MolgTIEe| Tt Shitof 2ot YR

2 g 20144 11€ 30

M X wpalof

g xYs

2N SFEAMEAA

= A (339-007)MZBEEXXIA| AIMZ 370
MBE=HARLTX] A2 HMS 1F~5F

M 3 jEMSE: 044)287-8000

E0|X| http://www.kihasa.re.kr

S B 19944 7€ 1Y (M8-1423)

M XN 7

o JF 7,0008

© S=EEAMEGTH 2014
ISBN 978-89-6827-151-9 93510



771E9 T2 Azke] ABZ A, A&Eshe 58e FIAIA
o A75EY ol Zlofsigtth Bt ofyet A2 Y7T]ES ©
MBI AT G4 72 A, Yot KAz g o dF=
A R B oA 7Igo] ARshE HIE2 €= AXAL .

HE A =4 9 B SR o Bogl-go] BEA A5
™, ofo] =7rd= HAogHE 5712 dlE wefalal A Ale
< aasklr] A%t A=A S FFsT ol 7het M2 o
B27le] AP BU2 HARNE e 2 IR A[H o %
o, FYhglo] /=] A P& Aleshe ALw7]eol Hste] o
ko]l IRl TS S A =US As] et AR Al

lo 3o

d

]

e

>,
Job
ol
fllo
g
1%
ook
i
3
i
)
b
1o
Fu
N,
mj)
fllo
ojm
%
1o
f
iy
e
[>
1o
i)




o] A72Irt HAA=AA A 2=r]e2] B St =AY

te ol g=42= 7]

S

©

oA

17} ohlet A1)

9

¥l

20144 118

PR E AL

)
—

__I.L



AADSTFAGE -+sesreseeressssesressssessssssessssesses st sssssssses shessss s sesss b s s s bt se bt 1
O et 3
FUTEE AR oovvrrrsmmevverssssmsssses s s 21
F1E T HIZITF TUQAS cooreseresremes et st 21
F2E GITL B covvrerereesseesesssess bt 23
FBE GITL EHO| wervrersseesseesrintesi sttt 24
FIAE GITL LR Dl HIEH e 25
32 0 =B iy OO 29
SR N FeT =3 T < L PSRN PR SRR 29
F2E SIAITF TIZO| BFAb croverersririreeierirs it s 34
H3E O|RT7IEO| EQUTE BJAE soreerirsinissssissssis sttt shr s 39
H3XH AOIRTIE QI U SIANY| BSH ZLH KE BFF e 47
1K AOIZT|E0] AJRE RIQJ Tl TR FYRH -oveeerreresrenseseisensisesieseieei e 47
H2E AlO|27|20| AZIEE! Q! TH FZH vt 56
M3 AQET|E0 £ 0|5 A U KHWTF FIEH coovveereereresseressenssesnieeens 61
RiAZ AOIRTIE £ U EMO| Bt QITO| WA HE 7
- 71
THDE] D oveuseessessussssnsssinsssssusssnssssssassnsssss assos usssins ssssusssnssssssasssasssssassinssssssssises 82
TIBES 2R evvereresreres et 2

FIATD FHLICE ceeeeeeseressnrsinsisisniiss s s s 117



RI5% Aolglee] EIH S0l BEt Fuo| 2W| SHW D 137

H1E AJEE RIQL OJAFZAEIO| AIB} worevereesersersrenssenssesssesssesisssiesisssisesissisnine 137
H2E AR RIQ) ZEDp 20| ZEO| | wrovrverrmesremssmmmssssssssssssssas s 154
X-”3§I _?_lﬁc-ll_i_lél'% %@- Ill_l-E_lE|_| ao:p:“gf .......................................................... 164
HAE AOIRT|EO| AIEE EQ] O] KHIHT| -rreverereerrersremsseesenssenssessesiessenesas 172
I‘“GQ gﬂ ...................................................................................................... 183



o 23}

(B 3-1) MOUBTBIIE T} wooverrrsmovvvemssssmossersssssossseessssossseesss oo 51
(B 3-2) MO |ETI} AT O3t HPLUHT|BO] EE oo 51
(B 4-1) BFY HAQBMHBIA B0 ovvrmrsrroveressssosierss oo oo 97
(H 4-2) 3F QAEZEFHKEAZSI(PBAC) FHAE FHAILIE] oo 104
(B 4-3) 375 UATHE BBl ovvvvrrsrsmooeeemsssossseesssossnes e 106
(B 4-4) FHLICE KIS S0 ALHIE! QJZAHIA v 132
(B 4-5) SE|Q HAZHOIA B0 ATE OAF AHIA oo 133
<E 5_1> Adaptive |icensingoﬂ [Hél_f gﬂté' X‘Il?_f ....................................................... 146
18 =5t
(L2 2-1] B 220M 7129 R0 #F0| 8t Liaropoulos? Fol --ovvveveeens 31
(D2 227 SAIQY BEAL TA oovvemtiieieeceseieee e 37
(2 2-3) SAOY EQURF QB EIT oo 38
(22 3-1) M| QU HMAIR AQUBT[BIIFHH rvvvvrervvoorsssovemssvverssoeees 50
[OE 3-2] HAEMH|IA SI0IM 2=27]7] oi7et Aelzr |87t

B0 ZEO| B2 oo e 55
(O3 4-1] E1M9 7|=EIKTAR assessment)2t NICES! T8 (appraisal)2l &7 - 76
(A8 4-2] &F 2959 AE Y ¥ 50 2HH RTS8 HINHTA) BAL oo 99
(38 4-3] FHLICO| QBT IS0 THEE QUARZT THR wvovvvvvvreemrersssssssssssss 122

(38

5-1] HEH ALGPIoL HEE A0 AlZI0| M2 SRR 72 6l - 144






Abstract

Analysis of Policy on the Adoption and Diffusion of
New Healthcare Technology

This study investigated the current health policies regarding
new healthcare technology adoption and diffusion in Korea
and other countries. We defined new healthcare technology as
drugs, medical devices, and medical procedures which is about
to be introduced or have recently been introduced in health care
system. We focused on policies on marketing authorization, de-
cisions on reimbursement, diffusion, and reassessment.

We found that many countries have accelerated marketing
approval of new healthcare technology and expanded policies
allowing approval on the basis of surrogate end point rather
than clinical outcome. However, empirical evidence shows that
only a few new drugs approved based on surrogate outcome
have completed confirmatory studies after approval and many
of the drugs with incomplete phase 4 commitments have not
been withdrawn from the market.

There has been increased interest in the relationship and in-
teraction between regulatory, health technology assessment
and coverage systems and decisions. They are working together

internationally and in specific jurisdiction, in some cases sim-



ply to share information on procedure, requirements and plans,
in others to align time frames and other logistical aspects of
their review processes, and in others to align procedures for
offering scientific advice to manufacturers.

Managed entry agreements have been increasingly used to
tackle uncertainty arising from lack of information about budg-
et impact, cost-effectiveness, and clinical effectiveness from
new health care technology in the coverage decision. However,
the experience to date mainly demonstrate how hard they are
to implement due to high implementation costs, measurement
challenges, and the absence of a suitable data infrastructure.

As obsolescence is natural part of the lifecycle and use of all
health technologies, reassessment need to become standard
practice. Health technology reassessment holds great potential
for improving the quality of patient care and health care
sustainability. Even though there are many challenges asso-

ciated with it, this is not reason to avoid the process.
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£ Bao] 2E7|% Stk om7l&o] mALRAA TF 2 A
2 Aol M= AL Aee] HS AL Ao A, Hep B
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AAzZHoA A=rle F8 W= AE ou|E 71 ZlofH.
old HollA & 0l 2mr|e] =Yyt Site] Bt suie] FH9] 5F
< AL r7]Ee] GAF710] 2R of" A o] o]RojA|aL gle
o F23% A Il FIAIAE HHMEE A2 FF =U 9=
<ol Bt FA 9| FAoA HEA] st ol A7 dwrle
o Tt A A7 QIYE & 2012; e, 24371 2012; &4 9
2014) o SR EoIoY tiFE rreB o] FSEA 2=
7le9] AT Ak Zedoto] 7]eo] AF7)o) 231 Hd2 HA ol
S 7€ #Fo oA E SmPfet Ed 7ed

TS 28 Dol GlokE, w71 B AES TYIE vl
=
ZFstel o7l AL PO TR A A% TS A

1 Befab] g Bacegae] ATg o) Seivtere] omsl
HE G BFAE etshn FFo| Y] 3t w0 Bagh

H2E 3+ =Y
o] AT WAL R M| A0 FFHAT BAC R H GO HA o IF

AN 4927150 EAS AL Fate] G A BA
FANE ATRIA Ak, TAHOTE 7|60] £ St Bt A

54 029 Bz A1o\g7140 £QI3} Sle] B 2K AR
S1, eutet 2 ojste] Al9jRyl4 £ % Shile] Bt 4 AFL



DAt} AAHOR Hojzs40) Bt 0] BES MK oR 2
St} Bk, o] AT ANE Fotol P 0|27]69 WAL B A=A
o) %u 71 AL o2 RS U o] e 419

991 I, ek A5 AR 8 A% PYE 2A0L o S,
A'eraL ek o] AFlHE olEr]E

o] olel EoHE 71 FHEl HE SIoFE, o277, 29,
AQAA FNH SJokE, 271, J2YAehe Bk ek, A

R, ol MR 71¢o] AUAAL Tel FH3He B4 fRolct, o
oREI} o27]7], WSl A o, A, N2, A% L A% F
Aoleks B 2L 9% AHA SHOR A AF E AL
of A HEHE AF EL YSlo|tk, ARI|ETA o|SE HAY &
43} QPaAo] FerH 0 YZHolof st o] Kok 714 B
7} el L Aol 7140 £t Bk AR U] 0% 9T

2 AT oA Ymr]&o] HAE 919k Lol T o 4=
&'olgk YY) AL 4 Y= $F 07 S| o] Ao =YE7] A
T EYE7] A1 9okE, 98 7)7], Q=g & 4 Ut

Ao g 7] &0 Bt ol2fet W] 7 wet A9Rr]&e] =t &
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o Ao el Q)=o) A FZS 1F
stdet. AT o ke 9, Bl 85 ku}om F7h el

Ha}7] St 4 % Hﬂ AZY s 9, 35= FelAA A o=
71&9712 ﬂzi Al =724 A mrlee] oA A Pt A
T Ao At @Es] 29 =vtolth Hl=e ARl 29
k= HHAoleh FstA] AmrlEo] =Y % it At S S
o= IS =7E Al Aol Wt =7, HiA 5o TR
ok B A4 5 Falste] AEE Sk 24, FEshar.
A2 = R =2l9] Aolwrle £ 9 ZHAte] et A T
sto] 2|29] TEoA dete 8% 54
A0 NG o] AFolA FEet He] A FF2 AA, A9

27149) A4 29 RS A (s Yare R o] 23
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19 A, $A, A7 ERHow o2ojxd A% At Bl 2
He AR she 2R o] F7ksta Gl 2, AA, ol 24 By
oA AV BEEF Q2716 9 BF Aoke o) S85H W4

o] Z7FSHL Gl 2, WA, olu] Aol EYH V1% 714 AR B
240] A7) o]o] Tt ALA Tl S7H5HL Y= A Folth. 4o
dhste] ATEIAG =8 5 BAAE 9 A A7, AR} WY 52
Soto] BF L 72 P ol4E WHIL GF P WFS Akt

okq] =3
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HhE delzrlse] Ee

Alolm7]E 9] 7EE =571 Ao o] o9 HA =491 Vo o
St o5 HESIA} St} Rogers= (2003, p.13) 7] o of
Ol F% ATE D20l AUA ATpHA A o] EFHEALS HAA

= =74 &5 ‘:]X}O]’O]EP—T—’ At & 71&2 Y7} Yoke =4
= @AY 740l B2 S itk Ao AT 4= Sl V&

s = }QJG}L 542 ZFE 7Fs/do] #ord #o]
&2 SIEF o9t AZES ]‘ﬂi TEEH stEdols =4 -‘E%ﬂ’ﬂ
AREE 7]&E FESHL Sl AoH, AZEQol: 11 k45 TR
= AE7RIo = & & Qlth fj R B9 &
o7} £t o] Q= = EAst, et £
YA (Rogers 2003, p.13).

Olm7]E 2 olRt V&' JFol = It ST R T
S50l 249 ME e g f5siE o Utk Wx
T F8 7|HolA Wd =57|&s9] FoE Au B AlAEZA7]
HWHO)= 9= 7] (health technology)E ‘A% EA49] 23} 419
A P A8l AT 27717, ofekE, WAl =g W AAS] FH
g2, 2A3ME AT} 7sE AEckes A'er Aottt ul=
OTA(Office of Technology Assessment)= (1978, p.xi) Q&7|&
(medical technology)& “2&olA AMEEE= QJoFE, 98717, Wt

°
=)
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il
—{o

65%@%Aﬁe1
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A QA o7y, 117l Bt X Ert A== A |AA =L g9
s}t INAHTA(International Network of Agencies for Health
Technology Assessment)oAl& 97 7] (health technology)& ‘A
7y 22 B FA/9H AR dHF, A A7 2 AT Q) AL
= SARA, BAYRNA AMESH= QoET om7]7], Y7y, 234
A AAE 23 sl= A 2= ottt 11 9] Bozic 5 (2004) B4
9= 7]&(healthcare technology)s ‘&OA AMEEE HE OJCkE
ol=717], W/} =5y 9 E 1 AoVt AlgEe 24 9 A
AA = o5t
ol FolE ATKEH, om7|&o #Fdl= 9okE, 8717, 9
AA7E 35402 XE I Q. om7|&Eo] H4
9l A9 IR A% FF L A9 A, A A=, Y 508
A= JIL, A A 545 B A] B2 o= ‘QmolA AREE= ol
HES B9 1 —3—@% RA 0w Ui it 957|149 d&

A met ‘health technology E+&
‘medical technology ‘healthcare technology & 22 ARg-skal QL
Algt, ujdoE= A9 HUS &S m7e /fdeE Aostar
AT

137} oFH ‘medical technology' @}t ‘healthcare technology’,
‘health technology’ @] 7/WdS ZZ FESE SRE Qled),
Liaropoulost  (1997) k&t wmr7|wtes FAHE=
‘biomedical technology' & A5, oj7]of Al&o] 71 AL
‘medical technology 2tal olsttt. 12jal 23] X LA|A Q] 2
3+ Mo whe} ‘healthcare technology ¥ ‘health technology &
Z¥7F Aofsiqint (1E 2-1 2).
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9], ALAA =L FgoZ &= Qlek. Q7)o et ol2gt HOE B
o7 ‘Alogr]& o et F o= FzelE 4= Ak

Banta and Luces= (1993; Robert et al. 1999, p.810A4] A<Ql-&
71€9] YL the T} ol thil AR LRSItk vl (future) (OF]
HEEA] 2 GA); 271(emerging) (=% oA &A); AlHnew) (&=
A @A) &(accepted) (YHA I ARG TA); =T (obsolete) (AH&0]
SE ook st BA). F=9 495 7]& 27|14 R A AR (early warn-
ing system)olA= A1QR71&S o Al i FEoE ER3th 27
E&= AlHemerging or new) (A1 A T AT 6714 o] = 2 74
AE o]l =3t A); 71€(old) (A5 671E o4 A H); 71&0] ATk A28
283 (old with new indication) (A% 67§ o4 FAFH o =

A
oz O =
T'__—Z-]IOO)'

77|Ee AT M2 AlE 2 Aled] /IE2 AEH] A0
2F 7R2HA olFo A= Aoz, Mz AdE 2ofEely 9= 7],
2Pl 7L At vlud o Gt fd A= = A 27]4
HRE o] AY & ok & HE AAES A9a7]ed 23 A
A

AA] ofy ™ o]y} tE HAYEY M B AR

e

i aT= oo
£ 0% x| A2ge B9l Aot A0)27]ER 14T AIA
ot o)k 7hs sttt o BRIt A2 7 oyl ta)
o3t A BH BE AR Eo] AlojRs|%o] Z3E St ok #Il T
k. I3 BN HEw 22 F&H R AP AAY
T2 B APAR A& £ Ho] It AHA =Yl 1A
o] QAo Esol T ofy SgsA] ergron, kAT B
o ol4lo] gl 71E BYAS oE WA AL fFEA ey

(Robert et al. 1999, p.83).
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Aolw7]EL thFo] WA 7|E durledt vE S42 A=t
A, BgolA ARGE A B2 AlZHro] ot AH| et iAo 24 B3t
doll disl et £l Ak =4, YRR EYEUAS f of
2] Q5] T ol = 7IEEA, ARAE ALY SHEE A
7131 9low 7]&o] g yAoA F74o] o]Fo]R]aL 01‘:}- A, oA
AR A BIAATFE o8 F Q= 7he Aol R Ao R A o
= 7F¢ 593 EAo|t} (Robert et al. 1999, p.83).

Mytton 5 (2010) 419879 ‘AMEL olgts A dFo=
A2 A3 WAoo g A2 A0 R Lro] @%G}ME}. NEgHeg
A2 Zolgt 2ol 7Y = WP MEL 71e=2A4], 1990dH 2]
537 et 2ol FAd ZEudo] gt FEIF E5wskal HAA
|27t oJHs] A gl = Aotk WEto s /‘Hi-?— 7|0,
|29 71eS M=E& ol =st= A& Tttt A& 7R Ay
=9] Aol EHR IS HARE EYst= Ao] S ‘jr. o] 3%
o] 7|&9] FAY ZEuUL2 F AL5E0] & AolH, ¥hd A= X
= AI"A 1 7]&o] bASH A-55te s 571 gt A9 s E9
o] F8 Xt} T MEL o=m7|zo] /T T Al&SHA EU%=

M= Mg 4 Aomr|eyt Wit A7 7|&0] o7} gls

{19l 7id BeE FFste] & W A9m7]&2 Ym7]E oA A=
= A0 8A, MEZE AROAS U} Bedsto] AT 4= Uk =
Aogr|solst, YRR AL
of =AY A = =YE7] AZRE @A) s YR7IEEA,
ozl AJARl Xm AFRoA 9] Skdgoly Fad

71&9] AR Ao IRt FEIE FES] S8E A2 obd AEiol 3L
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H2K AT} 7]20| SHAL

—

ME-L- 71&0] AT} ARl A ZE= ofn], 183l T4l o] ABloflA] &
AbEl= A4 BEIste] 7 8% 4= HIE FAlolg L & &= Q)
t}. Frankeliuss= (2009) 841& ‘A1 = Ao 9 FE=H2E 9
AolA MEFI S0l F93F A'olgkal s TE Rogerse= (2003,
p.12) G4 iR = 7189 =9 @97F AETHAL Q1A]5H= ofelT]
o, 7I%(practice), = Arz(object) ]2kl ATt S4lo] tigt o]
23t ARHA g FolE Q=mr|e #iste] A&E 5= lvh 9414
o)z 7|0l Y mAPA AlEIL S4AQ A0 JIAFEE 7|E=A,
T AAIECl g AR R Al Y] W o] 2IEA] =th= F
A & o kol A Fogt Ao w7 |e} FAFSHH.

Greenhalgh 5°] (2005, p.28) HALJ@AH|A FF U ZZ] o4 9]
gAlo] tis el BolE EH 2ur|eol e 414 &3 dWdE
St} o5 EAYEAHIA F5 H 229 g4 (1) dH RS
A7 =L A0 & Holgo]1l (2) HA9s 33 e Ay A
= (3) A9 ARt AKEHA= ¥or (4) A4S Aikhealth
outcome) E= P G&, H-ERIHY, o] 8A AE S FIA= A
A0 & 51l (5) 7Rl B |, 0] AlY, 2T S50l o5 A=

£ Q9o 4R A, e, 94 QR 3o B W /1 L A
2 3%
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(Ee AER)JA 2 = 2AA A 44 44 (E= A=)
Ao disf| =2 9JFo] UolXth (Greenhalgh et al. 2005,
p.83). Rogers+= (2003, p.12) A== ME&0] 419 =942 23
Qhthar stof 22k9] Yol St} Qm7]EoA = A4S B9l ASH 4
A FAT o= RloA 1AH G4l Atolo]l &gt 2po|7h &5t
™ (Greenhalgh et al. 2005, p.83), 977|&9] L3} SAtA= o]
2t A G4 Q1A FAg0] FAI7E Aol =9 olgrol7| &
st

Rogerse (2003, p.15-16) 9419 =9 &0 9F= vA= 84
£ A = AAeFEEr. AA, A A-(relative advantage) .2
A8 71SBET o =01 oAH: Ars Zsith S AgHA
(compatibility) & 7]&2] 7Fx|e} HA ] e, A =dAe] Y=
(needs)?} F3ol= AL Qulsich. AR, 5 (complexity) O 2 A]
G 4lo] o]sfistal ARE-SH o) ol HThaL QIAE = s
T 7FsA(trialability) O & o]+ A|ste A4 1 A&
Q= Fxoltt. tAlA, W& 7FsA(observability) 0.2 §419] Ax}9]
7 ALE Quldit}. Greenhalgh 52 (2005, p.84) o719 XH‘Q
1§ d(reinvention)& 715t X 7| 845 Atst. AL
&, G419 ARAE OS] =Y Al IHollA A4S HIF B
9 & = A=E Qu|eith
122t £ 7HA= g4lo] 71l = Aol ZElE= g2 &
A1-ZAZA 7 (innovation-decision process)®]2tal 3t Rogers=
(2003, p.21) ‘E=Y(adoption) & HFT & Q= A GF50EA &
Alg AH ARESH |2 A= A o2, ‘AE(rejection) & A
YotA] 271= AAsk= A o= o5ttt JAI-2EE2 Al &

o)
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36 MojzTlse] Teiuh shitof et HHMEA

= Wroldlnh AR, A4 (knowledge) FAIZA 7R E= SJAFEZEAL
7F gAle] EAE LA il A9 7150l Hisf] o= = o3 sHA
ok 4, A5 (persuasion) FAZA G4lof sl ¢4 E= B[S
A H=E 2AEE DAtk A, A7 (decision) GAEA FAE &=
AR ARGEAE ZAst= dAoltt. UA, A (implementation) T
A=A A2 EASE] ANESh= A5 Loldtt. o] DAoIA Aol
old 4 At} OAA|, ERl(confirmation) FAZA], FAl9] =AU

et FA= 11 BAHS AAstetA "ok v 410 sl A4SE HAl
A AsHA =HH 7|9 4= HET &% ot (Rogers 2003,

‘=9)(adoption) ©] 7}QIT} o] QA FAME o] Roji S
ool #18) ‘Sakdiffusion) & ASAAY FHUE AfololA] A7) 7
Bol wet ofmst e Fo| F4lo] AFHE BHAL oJujsict

(Rogers 2003, p.5). Rogers= °]23F EE-E Fofl 7|& E= FAlo]
ARSlo A BHE = IS A AAAYR B 54 P2 HARS
3 Qi o9} A o7 ‘AuKdissemination) &= A9 £ &£

o

2|
T e =007 9% HE 02 o]fojx|= AP 52
olt} (Greenhalgh et al. 2005, p.29). £3] Mowatt < (1998) 2=
71€9] Gt o] AAH R HES F HuKdissemination) 2]
HEA] AYE TS5k dukst A B1 YA HARE A=
A0 & Aksk= Aotk Rogers?] "SHF 7igo] tha 52 0 & Ho]

Ag, A3H G5 Julsis AF S Fo) ARHoR BEHL @Y

>

¢

=
o
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1981; Robert et al. 1999, p.85; Rogers 2003, p.11). 4lo] A&
AP 2710l A A=, AFS] o] YR Lol ATt =, ARE-
Hrt FA419] ARGl 93t 384 A= Sl F4l9] 7] Higt &2
Aol ARFA|IL 1A 9] AR ARG TS FAZF ARMAHEA =9
Se7paRpRIoh v =909 AAE A=t ol F4l& oF] &
Yo &2 ARrEo] A £0157] W&ol (Robert et al. 1999,
p.84). T2 F419] gh4ito] S FEE Wt steete S419] F-3 0
w2} SZEE] 7]&7]ofli= Aol 7} Qltt. M2 SRR 18)7] % ofarl et
SHA 12)7|= jith E 53Ut FAlojg e AR thE A|AH A =Y
7t o= 5 Y (Rogers 2003, p.23). & Weo] w2} F4lo] 2=
oJu|7} EEfAl= Aot

(I8 2-2) SfMo| 2t T

Adopters, P (%)
Ceiling (K)

Time (1)

Z}&: Robert et al. 1999, p.85.



s410] Ak FA1L 2 1) ARAA el d TSR HA1g B9
SH= Aol thErk 2 & 4 itk HA19 A% Aol e 9

o
7] AbS 71l ® EYA E I ZE YERH AR FE
7F "ok (39 2-3 FX). Rogers= (2003, p.280) A7t mE A9
TR §38E Al 72 FESHYTE dAIAKHinnovators: venture-
some) ; °]2 LR early adopters: respect); °]2 t(early ma-
jority: deliberate); %2 t<(late majority: skeptical); H&A}

(laggard: traditional).

(29 2-3] sitlo] T 7efE 22

AT

Innovators Early Late
dopters Majority Majority

13.5% 34% 34%

Laggard
16%
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Holl &= E+15F2L RogersY] §4l EH4k o] 22 Z12k9] E4=31 7| +ol9]

=9, #ike i) %t 2ol 2 4 g Aol

Aol 9-E= GREEQl AV]& 4
AT HEPT. 74 Ym7|esd 284S o] I =Y Al
T3 AEs|E A

WA 7heet AR Om7]e9] =T} ghito] gkl A st A9
417149 g4k o] 2of| At kel o| Ajo]7t 9l
S Q1 FAISE Wetol| A A17]&0] Shite] tisiAl= Aol ol EAE]
AL ThgRt FRolA AF A7 AAE v Qlck. o) vls) BolE

G419 ghito]] thgh #A412 ofZ] 7]z A o]m T Tpof Z4- v
AYZl Higt ofsie 2R ARl ol A A H ) (Serra-Sastre &
McGuire 2009). 7L ol-f= HHQmRZo] AAstoA AA|oh= A
I} H|FIE FHo] IZATE, F83F o] 9 shvhe B9 gAge] I

o= Qle) Unkd B4 Bk olg o A

gl
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719G goA9 e AYsitial SHT S Greerv= (1981;
Robert et al. 1999, p.85°14] A31-&) &/ d= (formed) 7|1} LA 5
?l(dynamic) 7]&S FEsto] Agstaict. v 9m7]&o] FE5] 7

FEAAY /JE W7HA] AL HER Aot ASHRA 24t o]2

9ol th2 wflo] Leld Zloltk. o]t gR7]% Aol Bt
ohE QU ARIY] Z1&t ke 4 Stk
£ AR T2 7145 7iol S o] FUsHA %S AU ANt

o|=7149) QU S4to] B4 =517] 915 R WA BHo o
714 =9 FA19] wgjol] i) nasR AT WA £ulA7} A4a0) B
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Og7|eolA= AHARS] AREe 2 Qo] o]Fojd &= 9]
S dubd g4l hF R go] A8 & QT T2 E QAR
mF3FAE AH4le] qAHEA o wEt AmT|eE EUT 4 AUk
27]&0] sigstH, mdaAte ALY Al A
Hol Y 5ol Wt JEE EvE AHEHS & Aot Rogerse=
(2003, p.28) o]eto] ARBIA|A W] Yol FHA o R rr]&l
9 E= ARE ZHoke A EAHE A ZH(optional in-
novation-decision)°]2tal It WEZE R AET oA &
A g87le &Y oRE 2HT 4 U=Tl, °l= Rogers? (2003,
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ol GAHE o= olmAH|A F5o] HRF AFEAAA & =7} T AR
BRE B9l o|FolX WA YE7E =Y Z2A FACIAE ERet
A, =717k A5k B0l AX LT Rogerss= (2003, p.28) o]2I’t
T3S A94 AA(authority innovation-decision)- @Eoly 2|
= 718 AdS 7H G5Ol o F419] =] T ARV A
+= ZA- o]} 51t 74«]3]1] AlolA ¥t o g olm7]E =] G
= BH, AoRE BIRRt A9 57]&d sl tA/dT fa/de Akt
Al A FE SRlsk= AL =71 G0 28] o] FojA 1 gZo g A
FEAAAANA =AF) AFE 2FT F, NE d=mFFA AAlo]
1 987 es AEITA| o5E 245t o & J57]ed =9 24

oJME HYA ZAA(authority innovation-decision)t Aeiz 274
(optional innovation-decision)°| 37 253ttt o 4= Qlct.
Olm7]&0] =AY} FAF o] T AFdolM el AT oE A WA
B2 8 YJAHEAEARR] Aatet TAE T ARkl A g4 el
ol 7ol Al7& =Y A = AH419] o]t FAA QIAlEE
7F FE JF= vIRH 28y QAL Aok 5 AlolmT|sl] B9 o F
28 w= AHA12] AA|A F7100 sfiAnt F2]o]A] Y=t} A=
A7t A Y] A1t FRARoA Y 7HAE 1Esh ghAke] dfQl
O 2 A AFEAE Bttt & 7iQlo] AH4lS] HelE TEste] V&S =Y
Sl T Y Bl thoFst g.olo] ke U] x| L.
om7|&9] Ti¥ At ES A8Ale F WA 84s B4
ojt}. M2 7]&o] &Aoo A& Q?J% o ofH B¥7t YERdR] £8Y
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SRt kA 29} 7149 B, wEo] ot H, FRASE 5% A4

)

4



= A3 A (experience goods)oﬂ &3t} & oj| At /\]-437] ©
FzE AMESHo] "= o] ST S o] 7|0l SA] ALY IAA
A mof Zte] o] SAitE= A2 ofd 4= Utk ol= & A ARSJoA 11
87|&9] Y &Eoe PFE vA Zoltt (Serra-Sastre &
McGuire 2009).

om7]& I £rrt BEAHA 957 |eS AESHA =Yste

E Sk 879 Ak Ao et Al 7le i Aol 58X
o] SiAE 7RI AT AAES EE] A5
715 7 7|4l A= o] FojXitt. EohE ?:]-Eﬂ‘f.‘ = HE7tel
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Yet A3EY 9 AEAE F300 wet Ao m7]eo] gt A =2
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Aoz Ueton, MY oA oiksol gt HeRlE 27 Al9a
71&9] =J3t ARGl FFE H|A= AL E HE I (Cappellaro et
al. 2011).
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1. ERIHE

B HAARAIAHE 80%2] AU Aalos £Edte] T2 35

oflA ggstal et vl=} A2 vl v 3}1_ 97 HolE St H
go] W2 wolx|ut, FxF At FollA ®7ke] o] Eolukal 3
o) P9 ZHAAAR]  I7HEAAHA(National Health
Services; ©]5} NHS)= 1948 HE A& = o] @3 AALE 71X AL Ql=
bl o]& &3l Y= W Be Lut AFA s dEelR, 131 o=, WA
A5 o]gstal glor, o 29| AnjAo| tis) FHIE9] o 13%7F
o] RIZFE ] 7Fdstal et (Boyle 2011, p.22).

F=Z 19974 e Sl T4 HHFoA A gor MU
S E o=t o] W PCT(primary care trust)S Tr=0] X9 4l
O] HAAMH|AE 9ol = ot 20109 14570 PCT SolA Q25
Al55tF AL, PCTE= A 99] SHA(Strategic Health Authority)7} =Y
Eotqith. A9E= 10712 SHAZF A =o] lon, sid x99 BA
AR A JIE F35telth. HF = NHS al4ke] 80%= PCTl
o=t of W A, APEE, ofF 7HA] BAX®, 181 A9

%

6) United Kingdom(England and Wales) - Reimbursement Process.
http://www.ispor.org/htaroadmaps/uk.asp °l4 2014. 4. 1. 1=
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o Aoz Qs TAs= & 4= gls AolE 1HSHUT (Boyle
2011, p.33).

NHS 7|22 295E= 12} g A7t 189 Luko(self-em-
ployed GP) (¥4%F9]+= NHS trust, PCT, voluntary sector®] 23 1L
250o] QS = 9J3), AYEAAY|A(community health serv-
ices), NHS Direct, NHS walk-in centres, X|TZQJA}, QFFAL QFALZ}
Al52tet. NHS walk-in centres= 79 9 @31, =4 9 A, 1157
A, M 22 7P g Aol gt Au| A9 HE S T
7] S1sl wEEol Rt tiFE 2 AP #eEfshal BTt ojef glo] o8
T UoH, fiFE 3659 LFAIZE Qo ettt A-5ZQl GP AlH
20 R ATS sHR|9 vHdAgtolu 11gsHA A= fl¥sh=
AE HRAE et NHS 7522 295« 24t dee A&
F9)(salaried specialist doctor)(consultant® E&A %), 7tEAF,
718t BA 827} AlF5hH, 0|52 trustPal e AR 470
oA 3. NHSeF yetstA jizk §9o] =t 1 A Wzt
Koy g7t A1y BEst, B PCTY AR 337|592 = nf
A= (Boyle 2011, p.23, 40).

_

2. 927|297}

J=oA Q7 7]|&o] NHSZ EASH gkt 7kx]71 QQE=A] QAEES
oo 7Y 2 IFS vR= 7|32 NICE(National Institute for
Health and Care Excellence)olt} (24, &4 2014, p.71).
NICE:= 199949 A3 =4 A 0= A% 54, A, A= gt
=7} 7ol Alse AU 7HAH, oJorgdt A5 gH|E X3t
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HA 7ledt =] it =71 7ho| =kl Alsdtt 200249 14
e JFHs=el Y=ol NHS ZF2 7|e H7t 7ozl
(Technology Appraisal Guidance)olA NICE7} @ilsl= QJeFEy
AR gl 71Fe JFHoE AT stk EF NHS £33
NICEZ} QA RALL westel QAP Bels FEsfof gt NICE
= ofu] AlEk SJoREe] ARg] HisiA e Y= wAl=Hl, NICEZH 4]
GHA gk o]l AMg-Sh= Al thsf] B71RE o] % AHo] 2.5%
F71e A0 & FAHEHT)

o] Jms|&W N EBSHE o274 e RS FUAL, 2

 SJORE: Y924, WY, JUA 5
SRR, A7 87

B, HEE S
A

At AAF (National Institute for Health Research 20134a)

olg7|ed 7= NHS AFEAR7F AAtoA &Z7tF o7 883t &=

U 83 AT, BHS AFT 4 I 2A7 9ot AA| NHS
7oA 71E9] 713} vkl GAA, g Tl BB 1) 4
e}, 24 AHE NICE, 8424, B A o} o] chafet 27
o] Fofdte] ool d], JE/1EB M b A MK A2E F
AT 73S AP Heh A A AR otk Al W9 oRle

7) United Kingdom(England and Wales) - Reimbursement Process.
http://www.ispor.org/htaroadmaps/uk.asp°lA 2014. 4. 1. U=
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F7F A% wot 8xE A7t 5 o olsjEART 8% FAIE A
kil A7l FtollA 24 sk WHAlolt F ¥R R AFAREC] A¢
Sk AEFAo Histe] Brkshe AfolH, HIAHo 2= 9 SA%
f19] BAsHs EAlo s ZAE FIAIZ17] 918 NIHR(National
Institute for Health Research) 9+ T2 130 Zofs}= ARz E
B A|FE whol 35t Aol 0|2} o] A= F= id 3
F7F =0, H|gh o5& oJokE, Xk AAL AW, 13} 59k 22 5
A& HEAJ S (National Institute for Health Research 2013a).
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* 71 9lm7]&0] NHSE &3l 2850 weh e SAEolA Fo7l

OH Jget BsHE o]50] Qe A 271

i Z
R84 — =
+ 7 9)R7]%0] THE BA B 3} o] AU 4 & A 2L

=3
+ S7h WL WEL Z0] 77} 4L A 27N o Sol, Aol
glom gafolLt v g Ewh el 2 TR iAot FRwe] 4
gat 4o 9lg 2 2ok 9

NICEE= Multiple Technology Appraisal(®]o} MTA), Single
Technology Appraisal(°|5} STA)Q] & 7HA] A2E E3f 957|&
B7IRich MTA= dWtoly oofa+2 B7Istal, 2JerE Aldt o]+

8) United Kingdom(England and Wales) - Reimbursement Process.
http://www.ispor.org/htaroadmaps/uk.asp°l4 2014. 4. 1. U=
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= s AL 72t} U MTAL Aokt B7oa A8} skt

4 Hox} i SoRRE W2 IAE B O & Sh= ¥, STA
8 A2 At AlEsts dAZ=E FollA Zfol7t le. F 7+
I B5= v, AdH 2A, Bl&AT, NHSOl v g3l et 3
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97 7|&%7F =2 1#¥(Health Technology Assessment; HTA)2]
7122 E A= NHSS =8 AkaA 7]to] A5 42 ¥F=
oty AFLATE G2 HiA(Technology Assessment Reports,
TARs)= NICEY] 7]& %7HTechnology Appraisal)?t Zhg7}
(Diagnostic Assessment) 221304 £Q3F 279 dREog &
BHth HIA(TARs)Ol= A= H AARY] o] 5, flofl, H]-&of thet =3
Aola AFE & Sl AT B dipF ZE BHE HilA=
NICE®] #(appraisal) €70l wh dA37 717 Wof ~3J€tt. STA
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Reports, DARs)= 245 Woll 2=}, o|e} o] Aozl A|ZF ol %
P £ UEE 97 7|E&H7F BHuA AL 5 9719] ME(TAR cen-
tre)7} FFiE] 0] 9t} o] Al &S F2 tigto|u A+ 7|HEolH B4
Fo Aoks Wttt HIAE A 92 AE THslal dEo] 9
57| 93l NICEQ] T4 (appraisal) HE gl ZHA3tc

o]#3t H7Hassessment) A= NICEQ] ¥4(appraisal) Z-gof Ak
45, griel TH9] xlol= [1Y 4-1]17 2o+ (National Institute
for Health Research 2013b).

(O3 4-1] 20XM9] 7|&-I7KTAR assessment)@t NICELQ|] T (appraisal)Q] &A|

Bt B3
lassessment] (appraisal)
24 % o NICE?H AE7IzHt
CEREE
AR NHRHY % ;
ZAAE
+ NICE 8 Aol Eof
robel TAR 37 I
HTAZ 2o A NICE §/ 84 2]
TAREICI A = |Appraisal Committeel
PEREVEY } 2A2E
> i [l L Jto|Eajol bzt

Z}&: National Institute for Health Research 2013b
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3. MelzT|Ee] =t

7t. NHS Technology Adoption Centre(NTAC)

FoA= BAg Aol wid 209 meEE FAGRL 9o, B
of WA gt ey A AR} At
A& FINE 5 2 %Oﬂ E75H1L NHSO|A = H& 7 57k 2o
ol271&E9] =9do] &t ol A& ©F7] s 20079 NHS
Technology Adoption Centre(o st NTAC)7F AE=A, 419857
&5 H AAH o R =Y 4= Q= AT Algste dd= sielth

Wo AS AoRy|ES EYshe g Ansia 11 Uole ol B3
Y|, NTACE A19]27]2S obgx oz A8 4 Jus AdUstT, %
7180 & $Ato] HolE HAS 4= QS Sttt

NTACE NHS WollA AH8E= B9 7]49 A} #A5E 74
£ 133, 7to]=21Ql "THow to Why to Guide & 7tsto] QAL 3
2L, 72 AR W o|sjAAAOA] ZEZ o)Al AHt HHE A
35kl Itk 100 NTACE NHSOl 45H 71&=2 M7l bl 719t
FLS £A 02 A, NHS7F ey 8302 wi2A =S —’F %Ei Al
28 2791 =91 Generic Adoption Process(GAP)S AA5H =
SkQIth. oA o7 Awrtet A4S v o g w07l ﬁﬂi &=
P e 2EWS AFohs 4TS et 1

oS,li
0%
;

Jﬂl
o O
i3
r-*l
m{>

10) What is the NHS Technology Adoption Centre?
http://webarchive.nationalarchives.gov.uk/20130701143131/http://www.ntac.nh
s.uk/AboutUs/What-is-NTAC.aspx©4] 2014. 4. 4. 91&

11) Enabling the NHS to adopt innovation.

http://webarchive.nationalarchives.gov.uk/20130701143131/http://www.ntac.n
hs.uk/NewsAndEvents/NewsEvents2507.aspx©lA 2014. 5. 21. &
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Lt Holg7|E £ Z=TH (HTAP)

BA9R7|E& LY ZRETI(Health Technologies Adoption
Programme; °]5} HTAP)<Z 20134 59 1458 NTACS} NICES] &

g o2 AZEQItt. NHS England9] 7]+ o|-835f0], HTAP= ZeH%
H|, Q)78 JETE 5 A9 ARE FIAZ = e AEL 7]&9)

rE
flo ‘“

A Sfak mk AAZQ W

2 A e AT
o] mEIRL he} T WO
o

NHS Zdrtof A ARgshs H9]

!

* Academic Health Science Networks(AHSNs)Z THEUH4 - NHS
o] 94l 712 vhef, e, Hupste s 153 AA, A9, =9

* Y=o Am7]E A}lol EdiE 4 U=E AW - R A2 T
BRI, 2R 78S EYSHES SaAlA &

=

o5}
U

*‘Xﬂ *Wroﬂ/\i«] AH °4—TL NHS 219 3¢, 7]
25 ATEoZH TrolEaiele Bt ES ThE 7oA 22 7

12) Health Technologies Adoption Programme.
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4. 7IE 7122l xHE7}

=

HHo)= NICES] 15 &3l wet oofFF A% vlE=
19=d, 2013W71A] 4P-agh G s X85k o AW
oFZ H|-go] 2009 FLE AFEQch National Prescribing
Centre®] 83| wja} A¥e]7} NHS AHgS 84502 ARSE 4= Q)
L& S7] 9’ KA IE =], HalA oA dRtel7F NICE
Hio] ot AE AESHL SASHES EF5HAT o7 I
AFHZAA| A, 2l SAFe] 4 A 54, ASHALE g HvS A
EA| AR 5 H-E dHo] 7hset 1570 Boks A7 skelH.

Arto]= AEFE ARo] tigt NICE daro] wet 14d) Aetelat Zo]
AU AEFES Apefof 3}, H A oA= AulAERE 0] 713 Ho|
A== AERo]7] = SHARE, Huh A71e] ABtElS ARGRto 2R A
e HEATS T 5 Sl 7ol vk Bl O]‘:}

HiAoE Ges A=5H7] 5 SAbolA Qe ofgd=1 AR
278< WE doll= A7IxF ARGAl BT 4 e A EAI9F A

s Al5sHAl aLEshoF g2 Awstal Utk NICE9A =
FAZE ALl Qled ofdE 1= A= glo] Aljto] uokal Hilst
Eﬂ, 7129 el 435 I7RIbE At 2 dZF 11 AREo]
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m oRol M) A TEE £ 4 Y FAAFD)E Hot
Za3), ol AL A, WA HIS FASAY FAAIZ
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http://www.nice.org.uk/usingguidance/healthtechnologiesadoptionprogramme
/HealthTechnologiesAdoptionProgramme.jsp°llAl 2014. 4. 4. I1&



L A9E Qe E The Aol Aol
2 5 AT A F7HE oAl vlg W
o] o] ARpelEelH HRH JoKE Agom
B8-S HYel] 12k Balo] L AFoAl, NICE 7ol=efele] #

7} 283 9k ddsta 9l oM NICEE: 7]|& 7|<9] BrloA % 7|0
o

NICE= 9|&7]& AE7} &okollA 7H3 9 24 F9] stU=, NICE
7} A8 7Hdisinvestment) ZEIH-E A&SH] AIZTE A7 2005
WAko] =717k ofld), AlAH] v aE, P2 dH], AdE dHlEke dl 7t
A =7F B obAchE HHSE glo|t}. 9w 7]|& AH k= vl 7HA] okl
ot 5 942 gu|et #HHo| ot (Leggett et al. 2011, p.41). 2006
of HAF= NICEZ} H|Z&2Ql SAE Tofsto] SootH, B AH]
A5 =7 ARto] FH5HA viES ¢ UAESF sk M= HeS Foist
o} (CHERE 2010, p.13).

NICE= 9=7le AWk 93 7iedsr, ‘dieh 2%
(recommendation reminder), 7Fo]=2}el W3 (commissioning
guidelines) 9] Al 7HA] F-E st ok 71& 71€9] 7I&B7F= A
E2E 7l&2 B7loks o Aok S AR bk HARE I
= Skl Q1L 7] 7]eAREol digt =R dE 9k Eoh
o] NICEZ} 71& 7€ B7Fs &9l '4dE BHEE v Zst= st

¥olch, upxsto g Jlo|=elel Wl & NHS 248 oo sk

oL O rr

»

13) GPs could cut prescribing costs by following NICE advice.
http://www.nice.org.uk/newsroom/news/CutPrescribingCosts.jsp°l4 2014. 5. 21.
A=

14) GPs could cut prescribing costs by following NICE advice.
http://www.nice.org.uk/newsroom/news/CutPrescribingCosts.jsplAl 2014. 5. 21.
A&
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O =2 NHS7}NICE #1E o] &3t

gilojtt. o] 7to|=alRlof 23 AR

A QA HE ololy HlES AXE £ JrE FE HE Zdoltt
(Leggett et al. 2011, p.41). 7}9] = A
=, 27]0l TP 7ho| =il AR 9T WA, AAls el
84, TG E ARl 557 A, FEHY B7F 5ol HiEt Ao
it} (CHERE 2010, p.14).

NICE®] Do not do’ FAEE= AR 5[] WS E= AFHF 0 F A}
|0l & Filshs BE 7|&S Hobs2 Aol gAEl= 2007WF
g 3718 gd 7]&o] HElEo] on, NICE YA EoA AAo] 7}
5ottt @A 80077t A= 7IeEo] Z3EO] Q=] o] PAES] A1
o w2t NHS7F dekgt vl-go] 69 7t d-& A0 FHHr

2L 570l gt A7) tioiA NHS= 1 ZAHol et 752
ddsfiol & oF7F ek 2By AP Hreassessment)?t AFAF
(reinvestment)ol] tigt Aol tigt NICEQ] 7ol =kl Aol ¢l
I @3 drolSold Hrh NICEZ} st AR o]ged ARJAE
gdk= 22 NHSol 22 8l= 2ol

71E& 71es A7 9%t HAeE 245ke NHSY 7Ie2 o

I
ki
2,
)
-
)

i

® 71&S Agtstd gAF FH mjA&= H3o] Eols & ATt
@ A7Hdisinvestment)7} AofQl, =91, ofsa} 7o EX FoF 3

EEER LSRR
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82 MOIR7|S0| ST} MO BEh HHEN

® 71&9] Helo] A7} (Leggett et al. 2011, p.42)

$HH, NICEZ} 49 ol AIRE Atolol] BAo] Qla Axte] &
< B 5 Q=571 Bt BololA] A% g |gE, A9%
<& 13719] vfojoj Ao ti5f B|1ES who} ot ESE A4t EopollA
ShEE|A] hethe AR FF vThS Wolgtth (Leggett et al. 2011,
).
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H2% 0=
1. HCAH02] S0i2H

al=rofl A ofeksE it =L X ZA O tiet o] W AES T A
9l HHoz ol2ojAct 2L AEL FDAFood and Drug
Administration)°] A&=]o] AlTS 98] HAI 5 V&S 5
SheA] B7PEA, v A A EANA Fodd= 85HH 1 AlE
of it Fof&o] ZAHr}. vlE CMS(Centers for Medicare &
Medicaid Services)= & A3A}F X EA 59 shtd Holil
FHGNAR e g5 F3 AR CMS9] Fo] I

Y

o,

A% 2
Aozl FAT AT Wk B A 34 1A CMsY] 2
2L 4%0] 97, CMsl A4l e|ACNA Az AzA =

HAZIE gl 7194517] wizelth.15) HiH Aol vl=2] 4345k

ox, HJQ.
o djo rlo -z

oX,
S EHT

A)

oEL
o

|

o

15) Parallel Review of Medical Products.
https://www.federalregister.gov/articles/2010/09/17/2010-23252/parallel-revi
ew-of-medical-productsoll4] 2014. 7. 4. &
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ol 25t 2=l A dg 83

7R g ARIAE HAsh, tiRE9] gole= A9 Fof 24 (local
coverage determination; LCD)°]| A 5}o] o]Fo]%t}.16) & 2| H 9]
A TR, HARE, wuA o] B4 AR A oA JAMEE S
5 7] diZol AloEr]Eol tigt 7oA flox HHA oo
Fojet A EEA o] o]Fojd &= It} 17) BIPA(Benefits Improvement
and Protection Act) 20000 <Aste] HE A F9] omH7g4
(Local Medical Review Policy; LMRP)°] LCD&Z AZtEHA], =4
0|31 W42 Ql(reasonable and necessary) A& =35 A Qout &

£ ot 20 & vHHQlH 18)

CMSe 979 342 877 it =71 391 24 (national
coverage determination; NCD)& 37|20 2 3Y5}A] E=4|, 71+
< CMS W54 8+ oJsiA =3Fst7|x gieh19 ey WihA o=
E=3t 49 7F go] 2%o] EQoitial B, o]AS Fo V&S
FEohs Be WHAC ZHIARE {18 =7F 29lolA H85k= 2=

oL} Auj A0 thgt Fo] ZA o]} 20) HitjAoj= Aoy Asfle] X

&
o E= X7 gEjFe|a "ARl o7 AH|A(items and services)

16) Medicare Coverage - General Information.
http://www.cms.gov/Medicare/Coverage/CoverageGenlnfo/index. htmlolA]
2014. 6. 11. &

17) Parallel Review of Medical Products.
https://www.federalregister.gov/articles/2010/09/17/2010-23252/parallel-revi
ew-of-medical-productsollA 2014. 7. 4. A&

18) Local Coverage Determinations.
http://www.cms.gov/Medicare/Coverage/DeterminationProcess/LCDs. htmlof 4]
2014. 7. 4. A&

19) Parallel Review of Medical Products.
https://www.federalregister.gov/articles/2010/09/17/2010-23252/parallel-revi
ew-of-medical-productsollA] 2014. 7. 4. A&

20) Medicare Coverage - General Information.
http://www.cms.gov/Medicare/Coverage/CoverageGenlnfo/index. htmlol A
2014. 6. 11. A=
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84 Ao|27|&0| ET SHAt0] Tt HAEA

& SHsto] Fofst, 57 Fof 2782 ZA 0 7|9t IS AR=H|
o] ff 52 ol 7187} UAtt.2D ALE] HAH(Social Security Act
Section 1862(D(3))°llA =7} & Aol tisl 52 oA vhgst=e
£ 513l Qlo], CMS= ti59] oA ofshy, 7|4, Heka ZAE Als
St =8kl 2|F AAoA o] A ¥HgRt.22) ofH H-f-ofl= CMS
o] ZA E9 7]& H7F} MEDCAC(Medicare Evidence
Development & Coverage Advisory Committee)?] A4S F7I=2
B35 = gttt 571 gof 27404 Hal7E QlQl=dl 20049 145 H
a8 2 H AR v 3 A
- 93 7|& W7} B MEDCACS] B7PF 8754 %= 271 F9
27 Aol A5, 5o 2% 7170l B7F 874 olF 67/1E= dolA
=St Eoh
« 5 7% H7F 293 /= MEDCACY] 77 84-54] ¢ar, 9
AARlol BasHA| &2 A, ¥ 274 7IXte] 7 83 o|F 97
e oA ¢ ot

mIo

-+ 910] % 7Hx|o] w7 o] Ao et ek T 92 4
371 $15ke] CMS SIALOIE Sol 4] B7haloF ket 3027 BAAsHe]
B0 oA BT HF 24 W77 604 HolAe

?F =t

71 H 29 A Ao 2= 20134 8¥of =71 Jof 24 IS AL

21) Medicare Coverage Determination Process.
http://www.cms.gov/Medicare/Coverage/DeterminationProcess/index. htmlo]| A
2014. 6. 11. 9=

22) Medicare Coverage - General Information.
http://www.cms.gov/Medicare/Coverage/InfoExchange/publiccomments.html
oA 2014. 6. 11. A=
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£ 275710 ZA7F SE5HA] %2 Al # 9
27| EHOHHE lﬂ JA ZAR Fol(Coverage with Evidence
Development; ©]3} CED)E £3f &7} 7Fs3lth o= 253 =&
a23119] 7ks/do] lout BE FoE AAstrlol 2A7 EFEste] Al
Qe 2A0|A DAH o2 FofstiA 7 0 g SAE BASHES 5t
+ Aot} (1o} 9] 2009, p.101). CMS+= 2006 7€ CEDE &
o =71 5o AAol Higt Zhe| =Rl WISt oA #E BT
ARE BFD 5 e F7HR 4 2w 284S §99 20 = st
=7k &0l AAol| digt Aolth.24) CMSE o] 7ho|=eielE W3t o]
5%t AAIHQl AYS vige = CEDE 7RAlst7] {she], 20119
119 439 o4& FHste] 20124 119 A2 7hoj=ekl
(Coverage with evidence development in the context of cover-
age decisions)< WIS} T}.

2012 wetgofl A TRt =7 Hio|  FA| Al g0 =W 4l &
L357] Y8 CEDE e A2 Agskal vk WigAol= CEDE &

23) Medicare Coverage Determination Process.
http://www.cms.gov/Medicare/Coverage/DeterminationProcess/index. htmloj 4]
2014. 6. 11 9&

24) Coverage with Evidence Development.
http://www.cms.gov/Medicare/Coverage/Coverage-with-Evidence-Developme
nt/index.htmlollA] 2014. 6. 11. Y&
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25) Draft Guidance for the Public, Industry, and CMS Staff: Coverage with
Evidence Development in the context of coverage decisions.
http://www.cms.gov/medicare-coverage-database/details/medicare-coverage-
document-details.aspx?MCDId=23°4 2014. 6. 11. U=
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o] 7FiAtet o] U= W AIE FE0] B £ FS-
@ o8& 7Fsdt -17%4 i @ o] 875 AL HiTAo] ZHIRE
E5l= BES vlg 0 2 514 g2 H¢
® A JA 4 XHW} NZE IAY 71E A
Aof| wpz} o7 7]&0] X H A7 A3 v x|
9] AAol| o]Fo] HAget 7
@ AATY] GerH<l c}%}oﬂﬂﬁ Avtst 7hsAd - Al ET]&]
42 mo tigt ZA7F wiTiAe] 7FdAe] AA| A= $EE
FOo = 517 g2 B¢

o gejAe
ol

o9 9xow, theo ado] FEEL oRAuAd ML
CEDE $&3th.
D CED 274°] wet 5= 717 Y] CED 77 52184 gke

@ %?l% CED 47} CED 27 wet 875 77 Wof T&5



88 Ao|27|40| ET SHit0] Tt HAEA

FDA= AF7HA] ZA7F F50H4] &2 o8] AlEE< 51718l e,
o= 57k 20 & A&EA Q] A U A= AE&S 875ttt FDA
9] 517} & A+ 882 CEDE A Aot AolH, A9 &4 =Y
= Q= 7]8loltt. CEDE Hdll CMS+ FDASH BSAAE Zr1l 3lo
o, 7 72 FHAAAMOUYE AZste] FDA-CMS E5HE
(parallel review)oll gt W-8-& 235}t 20) 5= 7|2 Al o 9
F7]7]°] thsfl FDAS] B7ket CMSQ] =7} Fof 2782 5Al° X3 st=
sl 22 TS X8 ot O] Eiﬂ"fﬂ% FDA?] /\]33}317} T 9=
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g AES %?XV} “*a‘ﬂ Ol%%* 5 %E% 7] I8t Aot} mrd= 717t
B¢ F 7132 A7 5709 g4I AHlo] s Al B7Hparallel re-
view)E sttt o] g Lo o7 Zojsh= A0 FDAY
71& 7} 7120y CMSY] 3o A8S vl A2 otlth.27) FAH
7k gA41AQ1 Q gu7t Ao »er7kA] SRS AX7E QlEA
< BjFoZ st Qiok Az B g2 o1& FDAO
57} A1%& ok Alko|ut HESHA AR 427} Fhas] gkom, A%
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o= AP 4= Ath FDAS CMS9| A7 IS &3l =&, &
A1ZQ1, 273l bskal F3HAQ1 A&l el ARk FdS ¥Y
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26) Draft Guidance for the Public, Industry, and CMS Staff: Coverage with
Evidence Development in the context of coverage decisions.
http://www.cms.gov/medicare-coverage-database/details/medicare-coverage-
document-details.aspx?MCDId=23°14 2014. 6. 11 &

27) FDA-CMS Parallel Review.
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMar
ketYourDevice/PremarketSubmissions/ucm255678.htmOllA 2014. 6. 26 A&
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2. Molg7l= Tt

n|=r9] o7 7]|&y7F T2 O] 7|F3} o8- 71 JARE 7HAAL Q)
=t &= o] QIA| &1l BdZ ol EJF -3} 71 EolofA] 977
& 3717F A& E Tt (Sullivan et al. 2009).

28) Parallel Review of Medical Products.
https://www.federalregister.gov/articles/2010/09/17/2010-23252/parallel-revi
ew-of-medical-productsollA 2014. 7. 4 Q&

29) FDA, CMS launch pilot program for voluntary parallel review of innovative
devices.
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm274833.
htmolA 2014. 7. 4 9%

30) Pilot Program for Parallel Review of Medical Products; Extension of the
Duration of the Program.
https://www.federalregister.gov/articles/2013/12/18/2013-29822/pilot-progra
m-for-parallel-review-of-medical-products-extension-of-the-duration-of-the
-program®Al 2014. 7. 4. I&

31) Draft Guidance for the Public, Industry, and CMS Staff: Coverage with
Evidence Development in the context of coverage decisions:
http://www.cms.gov/medicare-coverage-database/details/medicare-coverage-
document-details.aspx?MCDId=23°]4 2014. 6. 11. 1=
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AHRQE =04 3402 0|8 4= Sl= 57«87t 5 7 &
Aut 71FAISArelth (Sullivan et al. 2009). AHRQOA+= ‘Effective
Healthcare Program’Z &5to], WHEAY TIEA] g2 2}eH4]
2AE 4E 9 Tt M2 e AL 24 =45 s,
L& AFEAYNE qof Rt BARECA 783 FEE Angt
t}h32) o] T2 IS H|W R A, 183l At Axke] Auf, o3 1
7 Axtol] A7 ol HARNES E-8sto] ARt 4 "ol YEYA
£ Fgdsto] @5t lth. AHRQO| Y u71&B7HA7-E 218t ES
A=2E Evidence-Based Practice Centers(EPCs), Centers for
Education and Research on Therapeutics(CERT), Developing
Evidence to Inform Decisions about Effectiveness(DEcIDE) pro-
gram 5°] SIth33) EPC= AHRQZF 199749l Adstiet] 8 o
sk, 95713, ATt4 ol AA ek QoRE, AH], 718 BAolmA
H|2of gt Hw Ay B G A95 $¥chs X2 gA 7]EY]
TAE S EASI} 349 CERT T2 IHL w53 A5 59f ook,
o)z gH], AEHAIA Q] M= ARG, 71E ARG e ERAREO] TSt

ol5 RIS AAAIZI7] A_t =7 =0t 35 DECIDE HES

32) What Is the Effective Health Care Program.
http://effectivehealthcare.ahrq.gov/index.cfm/what-is-the-effective-health-ca
re-programl/ o4 2014. 5. 23. I&

33) Who is Involved in the Effective Health Care Program:
http://effectivehealthcare.ahrq.gov/index.cfm/who-is-involved-in-the-effectiv
e-health-care-programl1/ oA 2014. 5. 23. QU=

34) About Evidence-based Practice Centers (EPCs) :
http://effectivehealthcare.ahrq.gov/index.cfm/who-is-involved-in-the-effectiv
e-health-care-program1/about-evidence-based-practice-centers-epcs/  ©lA]
2014. 5. 23. &

35) About CERTS :
http://effectivehealthcare.ahrq.gov/index.cfm/who-is-involved-in-the-effectiv
e-health-care-programl/about-certs/ o4l 2014. 5. 23. &



M=l

HA% MogT|s =Y F Mo S 979l HA g 91

rﬂ

F+= AHRQZF 200590 et AAIE 9] Hetolth. o] AlH &2 &
g Aol tiet 28 243 FEE 2ot ¥ outcomes), B, ¢t
A4, 84S AFRth30) o] Al i) TR A57|ed} S
a3, v a3(comparative effectiveness) o0 i o B =1 =
Al ¥-& 21HdE B7leh] Y8 AAA AEE +3Ah o=7|< 7t
O] FAl= A E H| ALt A ’Gﬁ}—l—l H]ﬂ B E=HE 8
T B7HE ZobolAY Z9beHA] ghs o Ut ARHH o g FRE7|7}
A 15~18711Eo] 48 € vt H77F 25 AHRQ WA Eof 371
o Qe AR Wi AHRQ 7 HiA: Fol 240 4xE
71 f8l 99 8Ee A& FH o St T2y YIzE HIAo|Al=
I A7TH A& S04 &-&7F @ojZt} (Sullivan et al. 2009).

AHRQ9] 7|&%¥7F= A& 0= HA4 QbelS ok, 12 <l
AHRQ7} Z2I9S 4357l #'t dlite] g=hsth. Medicare
Modernization Acto] Wt DECIDE Z 2130 w5041, 9J9kE,
7], ABjao] gt Ay, A vl B SOl tig A E Y
SHA F Atk 184 Medicare Modernization Acts= AHRQO] <17t 5
A9t 99| A4k 517Feklal, AHRQZL 71 B7HE 9o AZt ARggt
AflARZ 159k S Qi ESF oJoRE AMES SHSHAY AlRlst] ¢
3t DECIDE T2 139 H71E43E CMS7F AFRSHA] B6le & 7|
Sttt AHRQO] 39545 G219 & it F o} dFo| A=r|&
37 AREE AL Utk AHRQ2F Mol A X]QJE}— ol=7|&H7te H
= vl= 2J2]7} o] Fofoll duht ik A Wst=7tel wEt 2A g2t
Z 4= ot (Sullivan et al. 2009).

36) About the DEcIDE Network :
http://effectivehealthcare.ahrq.gov/index.cfm/who-is-involved-in-the-effectiv
e-health-care-programl/about-the-decide-network/ °Al 2014. 5. 23. &
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3. MogTl=9| 2t

AHRQY] ‘Effective Healthcare Program' & 53517] ¢3t HEL
3 % AuHtranslation, dissemination)®} o8& H3oh= UEHI+=
=p=nl Edge

O National Initiative for Promoting Evidence-Based Health
Information: Pt 0], 221 55 &} A<t ¥ AlES Aozt

[0 Regional Partnership Development Offices: &, A& Tl
A A&EH 02 At 4= 9l FEUAHE tEs I3

O Online Continuing Education: A}, kAL, 7FS AL, 7]
5= o ZEIOHA U2 At A= HIF o E A&
g st Q159

O Academic Detailing Project: 942]e} HA R AAARE
23] WREoto] A+ 2THE olsfistal E-8st== A[H3t.

0 Systematic Dissemination Program Evaluation: 972%} ©]
BAE9] Q1A olsf, e W3}, o]-§ AFS BFUsto], f19] =
JHE0 a3s 4%

O John M. Eisenberg Center for Clinical Decisions and
Communications Science: Y49, BH7olg HAAHX}, 2x};

A 783 A7+ 23S [l 78 =8 AlEe37)

U <
M
N
Y

A AWsidd  AHRQY  dm7|EEvMATE HEYA
Evidence-Based Practice Centers(EPCs)9] d+A=°] 7H 583t
37) Who is Involved in the Effective Health Care Program :

http://effectivehealthcare.ahrq.gov/index.cfm/who-is-involved-in-the-effectiv
e-health-care-program1/ oA 2014. 5. 23. QU=



A1 AIE 41451, Eisenberg Centers= AJAHE H| W &
E 41 o2 v, BRE QAPEA S T2 S e A 89o|v &
T 5 OFE FH9] AARES THEo] Wt o] (RS2 AL TR

A8 =<s YR <ttt Eisenberg Center= A, A
_'.I

ol gt 24l9] Ee =2 4 e HoH B AEsh = o
o} BAEok] &%, 93 27|(literacy), AT BHH ARIE
o] kol o] st 2J419] omsto] 2419 A Ao E A
g F d=Aol At A2 ASE 5 e A B2 A HMAE
uk=T} 38)

4. 7|1& 71=9] g7t

u]=£9] 9]7 7<% AH7Hhealth technology reassessment)= °]&
AlZ1oll Al E QiT. B9 g B]E S7to gk i o= AIg¥E 19764
Blue Cross/Blue Shield®] Medical Necessity ProjectE &3l 2|&7]
&2 AE7eta AFASHs Al=7F o]FolFth. Blue Cross/Blue
Shield2} AZ7H7F FEsto] X3Pt Z2AEES F3f 76719 = 4 9
27]&0] S04 A=A 7a= U EH oA g EA
71Es ANESHA| AR St {4081 76719] o= 7]&0] FofofA]
A J=]7]= SRR, QA B sttty W diofl= o As] 11 V&
o] AMEE| At

Necessity Project’t Ql&27|& AF71o] HFsH7|+= otAAT, A
o] AU B TEAQ om7]|&o] AFASIU=A], oGA 1A st
38) About the Eisenberg Center.

http://effectivehealthcare.ahrq.gov/index.cfm/who-is-involved-in-the-effectiv
e-health-care-program1/about-the-eisenberg-center/°l|4] 2014. 5. 23. =&



o
=
A SAE 2L W2 Uehf BhE Ago] TP

ul=olAl= EZFS National Center for Health Care
Technology(NCHCT)2h= #AI=°] gl £4]o] th 2Rl 7]& 371t
7H] B7HEE7|&0] §o1E T W YHoE AT ARJNADE
SERATE o] 222 1978W A= AT 19820 gloiA - 713t

G A

A3 E A5t ZAE ol BEHRTN XSS Y T Ue 3
= AlRFto =X HuAlo] HlE F7F £=E E°l3lth= dgol AT
(Leggett et al. 2011, p.45).

7|& 7l&o] Helo] A9 AU AH Qlvh= A2 A5 = U= &
2 A7 BS05iths A2 QW7 S ofEA @ 5 A At
H 4 St o] ZAe #Este] v A EE AR S35 Bl AT
(comparative study)E o]u] AQa) Lt} (Steinbrook 2009). 2007d
o 523t Children’s Health and Medicare Protection Acto] w2}



AHRQ Wl M=E& vluaddst AE7F 9-Eoj%tt. 2008¥ o=
Comparative effectiveness ActZ} =YE A=, olA AT

ol AR ] W o g TQIgt slolct. o]of| whe} v wATIAT

o] 2407 AR Hio] N2 v HAS AEdto] AHLS L5
. "gA o= 714A 183 188 S x]%é}g&;r_ ol mjd =~}st9dt}.
2013ofl= ¥17F HEAE 7143 1909 1938 A YoteS shlct

(Iglehart 2009).

£73] 20099 ARRA(American Recovery and Reinvestment Act)
£ 59 A= AR S EAQmT|soly Jmo] tisf ¢ B2 Bl
HE Al 5 Sl 94 dALED, dAdtol" HERA, AAA
2N ofYygr o] ol Wigk Ao AHsiit
(Ibargoyen-Roteta et al. 2010, p.224). ARRAE 53l I HAA
A= 71 Yol "}E}Urx]t LA o] W] F= 2
5o HAom AglZ E43A7I= Hl 7]osteitt. B g4 2d
ol A& 74]9—4_‘l§ 1,500 289 M2& 7la= TFstaith. o]

)

R

% vl a7A(comparative effectiveness research)ol 119 &
£ EASIE, o)A AHRQ, NIH, HAFAR 7+t 39, 49, 4
o &7t dFE ATt (Steinbrook 2009).

SHH £ Agho] tigt ofg A=l ths] «1d Hols Ao
& H|Wste HnandTe Y5E PP BlE A5 =5 T
2o A9t ofof] gt =7o] Utk AloF W o= 7H] SlAfo A= o7]
o 715& FARA @& & 3L, T AR BAA} vl m el o]
ANE 54 A58 Z8stAY 59 & Wdsks H AT 5 Avhe =
A G5 Z&stae ot 1Y Hoj| ZAste] AR oju| B

]
15 A8l $to™, IOM(Institute of Medicine) H]

=1
fol
_\?_l‘
re,
-
)
\l
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TaIAT YU (Federal Coordinating Council for Comparative
Effectiveness Research) A€ AUt f1¥3l= A& AlRtbst
7 Yk QIRE ST A4 Tlol=RiIe e, Bl
Q7 HARE Rt Jof, A, 7|Er AFof gt A ZA] o=
(Steinbrook 2009).

H3d s
1. Q2RI U o7 |&TT}

1888 “AtdAfs] d AGEAA L' 2 S04 om0l =YERY
on slo|EZe} BagEl HALEx} 407 ogH o] S5},
AZS gigoz she giy gzl yoAol(Medicare)=
1984'd0] A= ot (A ] 2007, p.5)

HHAlol= AW RoNA 2F5HH, TF AFAE dde® A7
o] FEi= JHth. BHEARA Fo8-2 (& 4-1)T 2o,
HAol= vl A7l Aito A Aol 2L, < Eﬁ«]ﬁjﬂ‘ﬂ@r
oJoFEe  EEYPIAM FoE AT (Zechmeister &
Schumacher 2012).

S39] oJoFE HYPA L= Pharmaceutical Benefit Scheme(©]s}
PBS)Et AstH, Therapeutic Goods Administration(TGA)OlA 2|2
o] s7t=" PBS SAE 83T & Utk YtEFiAEAHE
(Pharmaceutical Benefits Advisory Committee; PBAC)7} 2]2F=&9]
A 58 BlE-RIM] 52 HEUT QoRE Foiet wEisto] iz
7HAAIE AASHL et



Hayg dolzrle =Y &

Jor

Mo et e=ol M HE 97

B 4-1) 239 B9 gMH|A 50

= OAFAFIE 2l FH|
- 94 RE7 ARRC] 2A%e] RARTH Folg Bk A
muy, A4HRI Folg B,
oy | - BA GRS Ravgun dzegold A8 ARAUsd 2]
¢ ste] oje Agat
- AEA: SISl WA A A0 2AAsle] SRR EelA Hole
ERi
G | - oleAistel @ol 2Asle] elmuEals Foist g Agech
ooy | - BRAIE ASRBEES Aol Atle] FRse vlel o
°F ofolAl Ajo] gt
corg | - IRERAASINSIS AEol 2As mRuold Foig AT,
E | mey w any, by slzel SEsllr vtk

A& Zechmeister & Schumacher 2012.

= BHE 38 YE 9, 3EAMNIA AlF, AASAYTE
oot AR 5ol wet =Y RS 5 35EAECF I
ARl A AHIAE A3 (2919 9] 2007, p.13).

F HAXRE= 9®57|&%E7HHealth Technology Assessment;
HTAE "EAosAn|A9] A, kY, 8%, a3, v-&arde 37t
371 9fol e TAS ALSSRe Chopst Tt 7| 0 2 Helstar 9]
0139 oJ@7|&HAHTA) ¥4, BE, BHS T3} 2o A8t
9]} 40)

o
N
I

39) 3% BAR Z¥o]x
http://www.health.gov.au/internet/hta/publishing.nsf/Content/about-1 JA]
2014. 9. 24. °A=

40) 35 BARE gHo]A
http://www.health.gov.au/internet/hta/publishing.nsf/Content/policy-1 ©llA4]
2014. 9. 24. A=
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(O3 4-2) 55 27959 AIF 1Y & 50 A 57| H/KHTA) Eit

Application to supply a
therapeutic good
‘| Therapeutic Goods Administration (TGA) ‘
-
f +
| Australian Reqister of
| Therapeutic Goods (ARTG)
Vs N
l P4 N
| 1 Co-dependent and hybrid '
| : technology applications i
__________________ R ——
7 | N
PSS ! YN
Medicines / Medical service, device, consultation or allied MNew devices with
= Yarccines service requiring new MBS iterm no. existing MBS item no.
=
L x
% Pharmaceutical Wedical Services Prostheses List
= Benefits Advisory Advisary Achvisory
é Commitiee Committee Committee
. (FBAC) (M3aC) (PLAC)
- Pharmaceutical Benefits Wedicare Benefits Other Prostheses List
Scheme (PBS) / National Schedule MBS} public
— Immunisation Program (NIF) funding
Proactive post market surveillance
Adverse event (TGA) eg. utilising performance data Post Market Surveillance for
notification (TGA) provided by the Mational Joint reimbursement decigions
Replacement Register

011A1'2014 024 9%

FAFAME Exo] o=7]|&B7HE ot Q=T & 5] LA
E3(Queensland) EAFAE 200949 69 Q77|&H7HHTA) &
IS AASEI. o] 2192 33 RFoA =g HH9 g7«
gt &, Az, Aol ArEgol FEE Algste £3H,
A0 718kt AAE $=85t= A= HA O & §har Qirk4D

AAAE] F7|EH/HHTA) ZEIHL Y2 9o77|% EYst

41) 35 AAHSE BAE grolx]
http://www.health.qld.gov.au/newtech/default.asp ©ll4 2014. 9. 26. S1&
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1 H7}e o) Hospital and Health Services (HHSs) 2 AAHE HA
BE g9t BHAR BhcgAua 9 AR 4% (Health
Service and Clinical Innovation Division)®] Clinical Access and
Redesign Unitol| Al @3otH, HHH AL =2 Ao w7]|<0 Tt
AAAHE Y AENAY3](Queensland  Policy and  Advisory
Committee on New Technology; QPACT)?} A|GAEHA3]

(District Advisory Committee)”} Q1tt.42)

2. Mgl @t A 20HEd

’t. 20 23

1) o&7|&, X=Xz

AU AZE D3] (Medical Services Advisory Committee;
MSAC)= ARTG(Australian Register of Therapeutic Goods)°ll &
E5o] A= YurlE, ARARY Y 852 B7IRIT 25|
AAEEIIMSAC)= A}, BAZA|, AHAF I skl A4
o] = 7iRle g FAH =HAQl Aot ds]oltt. Y mAH| AR
3((MSAC)S] F8 dF= F HA 9 I AiHthe Australian
Minister for Health and Ageing)olAl AMZL YJ=w7|&d JFY
(procedure)?] b7, a3}, H-§-aIJol Hie A== Al5she A2
2, 1998\ dF =] qUct.43)

42) 35 FAHES HAR oA

http://www.health.qld.gov.au/newtech/docs/htadld_rpt.pdf A 2014. 9. 26.

A=



H4g MoRT|lE =

o
%
Jor
I
k=)
i
ron
o
Hl
10
ox
12
o
Olok
—
o
—

grtA st IR EIAEAQYT] (Protocol Advisory
Sub-Committee; PASC)7} 0+=tl, B7tAY3]= A1 Hof| tigt 4,
84 & AE]] RS "HEohy, TREZAEAYUI(PASC)=
A% ol izt APAE 24, dAE "geettt &e% 9 2014,

p45~69).
OB A H| AR ABI(MSAC)= HITAClIA £ EAQmA A
=} :Loqo}.& ] 4;5:15_]-;] o]-x%/ﬂ 01APX-] O§H H]_Q_ijq_ﬂoﬂ q]s}

TAE Aot 98-S ofal 3leH, MBS(Medical Benefit Scheme)
of SAIE 71& 7l&ol digt AB7te @dstal vt Qs dwrt,
AFRIA|, AH|A}F 5ol Wb Aol FolE W] Y8l ABAE A=A H| A%
EYB(MSAC)Ol Al&EsHd, B7H] A= HESHA |t AFAE
AET & Q= AAL -5k QA Yo, Al9m7]e9] 5A, 7€ &
A7l WA Aol Ue A FFY EAH|ARES Y]
(MSAQ)oll A4S AET 4= Ut AAA = g 7]so] #lgA fof
Al FolE7]0] SE3 2710 Slvh= EAE A1 Al AlEsfjoF it Al
3 7l&o] 4= 7|& 7ol Adsittal 275 A A H| AT
3](MSAC) FAIO|Eo] FA|5 1 T2 EZARA US| (PASC)7F A4
oA A ZZEZ(Decision Analytic Protocol; DAP)OA] A+ A&
A7ste ol BA% JHE F7HH R g3t AP RA EES
2R QJFTIF0] A5, AR o] Qo] s ZHES & 4

At Z2EIFANEAJYUI(PASC)7} ZAHEAN TR EF 20M2 AESH
Sl

rulo

% 9] B A H| ARSI (MSAC) WAool ZA|310] ofF o s A =}
£ THES WHeth o HF APEA TEZo| =T, AR
43) MASCHol

o4 2014, 7. 7. A%
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1z

7} o] B7} 2Pl RE AEgttt. A8AT B7HE 2852 2754,
Contracted Assessment(CA), Submission Based Assessment(SBA)
% shE Adsto] H7HE X3ttt CA= 57«87 AE7tet A
< 5o} W71S Sk o] T, SBAL AIHAL AYE ARHA DRES
9] AFAEo ol TAE st HHolth S EAH|ARERUE]
(MSAC)7} 7HR 314, ESC BalA|, Wi HE AT ofof gt gHs
Teolo] FFH o= o7 HAowr|eS AT ARIA A4 (&
$A, 2eA 2014, p48~55; 24 9] 2014, p.45~69).

2) oJoFEAY

Pharmaceutical Benefit Scheme(PBS)+= H|t]#A|o]9] QJoF= Hof
20|}, PBSOfl= &5 A4 Folote= Rt H-8-50] X
%o} 9lom, g 74l PBS ScheduleoA] o]0 tist AHE Al

Skal At

ARTG(Australian Register of Therapeutic Goods)oll +Z5°] 3]
£ 9oREol tisl g 41782 & 4= k. EF o HE 9192 (PBAC)
7k PBS A1 ABE H7I5HH, SJfEg o A= AES(PBAC)Y 417
(secretariat)?} AZ2JoFE B7HA}F o] P75 HEFe} ookEHoiAt
EAHLS(PBAC)E FHolA S AdS= oA, HAA=AET
HAZBASH A7k, &HA i 508 FA4E . orEdoi el
ﬂ(PBAC)h 190f 33] njgS g9, ooFE9] a4, 4, vl-gas

< B7Fstal PBS 9fofE Foiol it A= Alsett.

44) PBAC &Ho]A] http://www.pbs.gov.au/info/industry/listing/listing-steps ©llA]
2014. 9. 3. A&
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(B 4-2) 5 UIZE0NELIY2/(PBAC) S0IE 7HE|12

zz Atel 3
419k 54 Ao 2] M4 F St vl
Tier 1 | APgol A48 1] Aol 7]uh, SbAto] ulg &
oAl S EE 39
9Jo] 5-87R5 e M5 ¥ AT F Shkel Aok

HOINY FHAH 24
(Major Submission)| Tier 2 SERAHT SAHEA AHos S T A 447 PBSO
et <=H]-&(net cost) F7g0] AZF 24 & v|qiel F%

A 3 A 447+ PBSOﬂ EH?l’ %=H]-8(net cost) £40]|
A7F 2 Gl o]l 4

71& FolFE5] Aulgt Hd?éOE PBAC T|E 271€ o]
Yol SAE 4= 92 o] 4% PBACYI &3t HET ¥
871 gl ek7tof] ¥l §l.om PBS thgt YA I

ofo|H 0L o] A gke.
(Minor Submission)

Tier 3

Secretariat

& FolZ =] Aulst WAoo 7 E=aist A7 JFe
715 gur PBSOl tist 741 & J&F wjEo] PBACO] 9l A
E71 " a3t PBAC 1H 270 ool SAEH A= &L

ow\

Z}7: PBAC EHo]A] http://www.pbs.gov.au/info/industry/listing/listing-steps ©fA]
2014.9.3. A&

S F OJOFEZIREAS|(PBAC) HWolA FojAld W8L et
Ztt,
- A A (W) FojAH QJoRET QoRE o] o ElE= AR Y1E, ¢
AAGof| A 7H AT A 02 Hol= X H(therapy)E 7]&3tc.
- Ald B (I4F H7h: F9AH QJoRET FQ  HmgiAr
(comparator)?] 944 35 vlwsk= A4 EAE Alsot
o, 73 2 FAAE S ARgSitt FofAly oJokEo] 49

B TR S YT, E GE5H) S ofng 7]gehs 4

L

=

i

- A4 C (translation (L3t 2|54 220 §): YArATLo] Hrt

272 g7F: 54 Wgold  HA(modify)sHAL WA



Hag MoRT|e Y R 0| et 259 HH iz

rr
ol
—
o
ol

(translate, 4 HE)sH7] 95t | (premodelling) A+
of AbEH WHE 71&3tt.

- Al D (A B7h: 875 = SA WA 8 vl
s Foj4l oJoRE2] tiAlo] Hitt A B7HE AR

- AME E (A 93): AR PBS/Repatriation Pharmaceutical
Benefits Scheme, 5 B 4o] thgh A4S 3tgtt.

- A F (]t AH): AHARIO R oJokEo] 4, d-2d 59
et FHE, 718k S48 AR 5 Q= T AEE XTSI

Lt =18 206

33 YBAHI AR A LS (MSAC)OIA = 1998 4E7E 28 F
AA =R YAIAA(interim funding) A=E Yokl ot YA
H|-§- A 1H/do] FE3t o mAfH|Aof dis AA1F o= MBSO SAsHL ]
o[ElE 45z Aolth. (I 4-3) I} Zo] A 5 =PIt MRI
< 2=7171°] disi AAAFA =7 A= AT (F25A, 287 2014,
pp.56~62; O’ Malley et al. 2009).
Alol= ol m A H]A7F ARTG(Australian Register of Therapeutic
Goods)oll =EE|0] Qlojof 5l omAH| AL A oA, HHA,
B, HEAIS AR AA7IEe R, A 74, HI-EHY,
Q= ATet A2 AHY B, AIRA AEA BET T2 MY RS2
I‘,}- Ea 7]— O]A]X’HJQ X-LQ_ 01‘[‘94' 7(-].9_

Al =71l digt 2 WEH, Qe A H|ARHE R HB(MSAC)= EAR
ATFAGAE S5t AF+2TE H7t
A 2014, pp.56~62).



106 AMQZ7|&9| =Qiu} BHitof st MM
(H 4-3) 5% AN
o=7|EM= AEY S 7|2H(H)

Endoluminal grafting for abdominal aortic 199749 89 | 19994 119
aneurysm

TransU.rethral Neec%le Ablation for benign 19994 39 | 20034 59 3
prostatic hyperplasia

Directional, vacuum-assisted breast biopsy | 1998% 8¢ |20024 11¥
Hyperbaric oxygen therapy (HBOT) 19994 10¥ | 2001 11€¥€
Evaluation of near patient cholesterol 12

j < ?_] <]

testing using the cholestech LDX 19994 54 | 20019 119
Brachytherapy for the treatment of prostate 199949 119 | 20019 119 3
cancer

Deep brain stlfnulatylon .for symptoms of 20004 2€ | 20024 119 3
advanced Parkinson's disease

Intravascular brachytherapy 2001 39 (20034 11¢¥ 3
Hyperbaric oxygen therapy 20019 1€ |2002¥ 11€ 3
Hysteroscopic sterilization by tubal

cannulation and placement of intrafallopian| 2002%¥ 39 [20054¥ 11€¥
implants

M2A® capsule endoscopy — evaluation of

obscure gastrointestinal bleeding in adult 20024 8¢¥ | 20044 59 3
patients

Sentinel node biopsy for breast cancer 20029 12€ (20059 11€¥ 5
Uterine artery embolization 2004 69 20064 11¢¥ 5
SIR-Spheres® fF)r the treatment of 200449 89 | 200649 59 3
nonresectable liver tumors

Brachytherapy for the treatment of prostate 20044 109 | 200649 112
cancer

Artificial intervertebral disc replacement 20034 12€ | 20069 11€ 3
Breast magnetic resonance imaging (MRI) 20054 5¥ |2007¥ 11€¥ 3

Z}=: O'Malley et al. 2009.
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OJoFEo] tisiA = 2UFF7F AR AP L QUk 20049 &5 7
= A7 ARRIE 2ARSE] Yo @RS A A"l (bosentan
patient registry; BPR)< *+¥ot= 2702 H-e®H VAR =AI
bosentan®] PBS &o& d7Fstitt (dHAH[oF 9 2009, pl04:
Wlodarczyk et al. 2011)

T AFYEC] Fol4ld Al AN EAE AFFEREY 5 ¢ HlE-
RIH|(ICER)E FAI517] 913l bosentan®] 714& R37] 2 513t &
ASZA AHL AFS] ARl ActelionOll Al H]-8-2 HE5I3 1, SHEAIE
oA AE XPstict. 528782] Aol thsf 82121H(patient years)
o] 57t AT, ZAFTES 11.8%= 5L HaeW 1IASHR}
oA o4l Al AAE B-EATHE FAI5H] A5l 23.7%2] 7141
sz daglon, NSRS I HT A9 13.5%2] o7} QI Ea
ot AEEI g 200849 E ohE HeW 1Y AZAQ si-
taxentan®] bosentan®t} 15% QlIstd 7HH 0 &2 SAEUL, JFE+
A EI(PBAC)= + 9Jof&Fo] a7} Hlssithe A2 501 bo-
sentan®] 714 QIskE 275ttt Actelione 714 <sto] 525t
I, EEEAkl Qg F7HAR1 7HE ISk o|FofX[A] Ut

(Wlodarczyk et al. 2011).

o

Ch. B X 2fet oieiX S0i=

5% PBSOl SAEA ool FoIsA ke lokE B YR Life
Saving Drug Program(°|d} LSDP)& &3l &Ate] oJek

oA AUk it} 25 HAFOA 1995¢ e 2-F5
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1z

Fo} (8H4lE]o} 9] 2010, p97~101).
F| oh ol 77) Ak A7) 107] 9J°FFo] LSDPo] A= 1
1 It} 45
- Imiglucerase (Cerezyme®), Velaglucerase (VPRIV®) and
Miglustat (Zavesca®) for the treatment of Gaucher disease
(Type 1)
- Agalsidase alfa (Replagal®) and Agalsidase beta
(Fabrazyme®) for the treatment of Fabry disease
- Laronidase (Aldurazyme®) for the treatment of
Mucopolysaccharidosis Type I (MPS I)
- Idursulfase  (Elaprase®) for the treatment of
Mucopolysaccharidosis Type II (MPS II)
- Galsulfase (Naglazyme®) for the treatment of
Mucopolysaccharidosis Type VI (MPS VI)
- Alglucosidase alfa (Myozyme®) for the treatment of
Infantile-onset Pompe disease
- Eculizumab (Soliris®) for the treatment of Paroxysmal

Nocturnal Haemoglobinuria (PNH)

20149 49¥ 9¥Y 5 BARE= 'LSDP Al# & AE(post-market
review of the Life Saving Drug Program) £ AARH A st =
o], o]l= 2209 {24, BB, ABEY 7H(value for money),
FE FQUEE Ak Aolth. BAYEHETE MR tE, |7
TARTE RARE @Eokal olom, 127097t X84 o7 o]t 40)

45) F RAXE ZTHo|A| http://www.health.gov.au/lsdp ©lA 2014. 9. 29. A=
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3. Mo|RT|=2| St
7t. 38t FERMEO| Horizon Scanning T2 174

Horizon Scanning T2 13-Z 20034 A|2}6t3
o

t}. o] T2 J}o] BAL 2L HAHI|&o| 5t K E wolety

SRt ol2et Zle k]l KA mAIARe vAl= FAAA ¥
mobsk= Zlolt}. Horizon Scanning T2 132 QF A H|AAE Y
S(MSAC)S] 39 $1998]Ql HealthPACTOIA 2ok, 55 H&,
FAWE HAR, AN XQRAD], FERe} EFEF dEE A

A=tk (MSAC 2009, p.10~13).

Horizon Scanning T2 132 B A7 7|&0] RALRA|AHC|
U=7] Aol Py} vlE SHoAM FAAQ] ¥ UL N A
e B AN g AUL A= ol g 9I9) A
7 44912 Hol o Ego] Hrk. o] 2T A1gs

- O]'aﬁ_' ﬁTX}EBEi-J AR

- T2 Y42}+9] Horizon Scanning / Early Warning System
- AZAJA AlS A

- olgkA g gl shAY

-s=d+

- ARl oigt A+t

46) 3F BAX EH0]A] http://www.health.gov.au/lsdp °ll4] 2014. 9. 29. A&

47) 353 SEtolE Avid mEIF Zo]R]
http://www.horizonscanning.gov.au/internet/horizon/publishing.nsf/Content/h
ome-2 94 2014. 8. 25. U=




110 dolg7|so| =nt sHito] pst ML

1z

J

- BYIEY AR

- AR} 9 HES} 8

- TGA, FDA 5 HAG=
- A2Ad4

- B0z vl B 7l S ditt AEAR

Horizon Scanning Reports, Prioritising Summaries, Emerging
Technology Bulletins®] Al 7H4] 4A&&< Wil Jtt. Horizon
Scanning Reportse FHAT H7IZ 7]&o0] AT FFE 1AL 4
45| =QlE Ao aifE A4S AEn. dFF 8, A, 5y
H Ry, |24 1HARY 5 71E 2A9 Ui /H_E AlSRih
Prioritising Summaries= A2 7]<&0] dig] &1 Y= AFRFS A
She AoE, e A7 W ZAE EUET a7 & 4% 6-1
9] g o7 7JAIstt}t. Emerging Technology Bulletins< 5-10¢

oo &5 % A A|AZCE Yol YIS & AR A&SH= 7«9
A%y &= 9@ Ao oist /_E AEstt};.  Horizon Scanning
Reports?t Emerging Technology Bulletins< At &3 AAof &
743}3—’ HAog7]&o] kA4, abd, vl-8-axdol tish &7522l 7]

48 5 o] o] HRo] T ofr|E T K ull HTAZT B %
AT} 48)

l\)_,
= o

48) S SEto|& Avfd ZEIF FHo]X]
http://www.horizonscanning.gov.au/internet/horizon/publishing.nsf/Content/
technologies-assessed-Ip-2 4] 2014. 8. 25. &
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ST AE 19919HE Nationally Funded Centre (NFC) &1

BE AT, ol TER AEHO|L 57t HE o)@7|4S &
a0 Al gt Lz doltt, oA AR S (MSAC)7H NFC
209 A3 SRS BISHE 4SS Bt o] meage) BAe o
23} 249

"41 T 1o T
- 0|3t 7]&o] tigt Ag&F ol At HE
- of2fgt 7]&of et @ Fal QFRE TRl FAIA I Aol gt &

4. 71E Jlz2| &X5H

Ex=HDisinvestment) 7]|& 7]4€9] EXET9] )-8 13| o]
So] gAY A2 HAeAds 71E HAom AaP oA dHe=
= T4 0 % Aotk AL YW FARE &ojEe A 2%
(prioritisation), A AA(reappraisal), +A-7|8k AHE7t

(evidence-based reassessment) 5°] At}

49) TF MSAC Euo|x|
http://www.msac.gov.au/internet/msac/publishing.nsf/Content/guidelines-2012
oA 2014. 8. 25. U=
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7}. Medical Benefits Scheme (MBS)2| 0igi=2 HE

MBS AH| 29| A| A4 HES] Z42 MBS AB|A7F A ZAE ¥t
QFotal, RO ARET/E  FLAZIH,  BHES] HiRE 7Rx
(value-for-money)2 £Z35F=4] 3HQ151= Zo]c}.50)

SFOA oS AETF AAE= S PRl 8902 o 2
(Health Policy Advisory Committee on Technology 2013, p.12).

- AH| A F71el MBS H&

- A A 02 QHHSHA] YA L E AH|A

- F|T Aol w0l 2 EeA

- 2A-= HE 9 240 YHd 4= Sl 7IRto] = TloE A4

- ZAA, FYH 7]E 71&9 EASHdisinvestment) S5

3

MBS HEQ] 922 th53 Zt}.5)

AR A7), AT S-S e
q

=
rir
3
==
)
rO
e
9,
it
jak)
Hrt
_o|L
f
i
A
1o
il
o>“
i
=
r>~
A
=
&
w
10
R
X,

50) 3% MSAC ZHo|x|
http://www.msac.gov.au/internet/msac/publishing.nsf/ Content/reviews-Ip
oA 2014. 7. 7. &

51) TF MSAC Zuo|x|
http://www.msac.gov.au/internet/msac/publishing.nsf/ Content/reviews-Ip
oA 2014. 7. 7. &
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MBS AEIYS 54 AE| gt ol752] B4l 7IHtsto] £
SHA| AP == AU AES] A A DA= Helet AES] 7
£o| MBS FZ(MBS pathway) £+ Z& FZ(policy pathway)g &
3 =g =|ofof Sh=A] mefsh= Aolth. &Y MBS AJH|A /oo That
HEE MBS Z2E W21, R AR ARE A YS(MSAC)INA & A]
H| AZFER DB (MSAC) AAE Z13¥3t). th4= MBS AJH|A E= o]
#E9 it HEE AEYHT1E(Review Working Group; RWG), A
71 A3loll A HRlet FEE FRlsto] HAFoA A7ttt MBS 7

= Z2EZ WY, Z2EF 7N 2A 8% gt 7415-——”?——1—*1
2, AR HALE A, AF 9 78 olqro] gk &2 e
e @RItk MBS HE A ofs|#AAL o= wWie- 525 FECE
FSHERIAL} BA o] thfgt Hirof tish o|sieAAt o=l sf
o, 2= HdE HAL} AGA %Lt tisf 59 ZHEE S7HskaL
Qt}.52)

20109 4709 Al AEQHIAHA, tFUALE, Hvkps, H =4
)7 AZFE QU QtabARIA HES] HA2 HyA oA H-E2 A&
Sh= QETABIAS A0 gh5to] 24kl 7 Adet 24} IF00A
AH|AZF AEE TS ol= Alolth 20109 MBS Quality Framework
oA HEE AIFRAL, dA CMFMOA A& HEE Xd¥stal Qi oF
16070 =S & 2HA| 2 AEZ XQYPE L Ql=dl, 194 4

52) % MSAC Z¥0]A
http://www.msac.gov.au/internet/msac/publishing.nsf/ Content/reviews-lp ©l
A 2014. 7. 7. 9=



114 Hojg7|&e] Tt shitof 2ot MR

SOl 617] RS AR FRSIYT, 287 FES} 227) L ate
2201149 T A7AYA7} AR FE7} AYE T Yk
HRkgo] Tt AEE Mg R0) 247 SA0] ek MBS P

A A 2AL} dFH g 29| PF(practice)E B7Fste A
H2 08 s, oA HIAAELUI(MSAC)7H2011E 11€ HER
A& =95l FA o AAZ= Aottt dAHHIEF AdS
o} Deloitte Access EconomicsOlA AEE XPstlct. HES £8
AEZ v A

- H]Rkpro] dit MBS o @550l /N8 BlvkpsERto] uet B

o] FolE o &2 e x|ofof gttt

- H|Fpso] ditk MBS Ho{@d=52 4% ARo] e Aads
Safjof gttt
ol gt MBS wo @550l thiet @A 48-5°] 2l H
oA AH R FFR HITF o= WA E|ofof 51l o] -gofe}

A5 AEHF Q1 BMI 7152 QA A|gfof gt
o

[o

i ko

|

|
I

=

r

- Sleeve gastrectomy®} Al )
4 gastric banding®] 4717t &3t 9 H|-G R0 gt 7140

AE7} Ylolof ghek.59

O A

53) 3% MSAC ZHo|x|
http://www.msac.gov.au/internet/msac/publishing.nsf/ Content/Ophthalmology
_ Review 94 2014. 9. 12. I&

54) TF MSAC Z¥o|x|
http://www.msac.gov.au/internet/msac/publishing.nsf/ Content/Obesity_%20Review
oA 2014. 9. 12. A&



Hag dolzr|s =9 & MO et =9 YA g 115

Lt 7I1E 7l& EXt5Hdisinvestment)?| Aut 3 H2IX]|

Zechmeister & Schumacher= (2012) S|27|1€H7HHTA)7 &5
HAgAA S Jrraol = nH=A &7] fdl Institute for
Technology Assessment (ITA) ¥ Ludwig Boltzmann Institute
for HTA (LBI-HTA)IA 4343t 95 7|aeH7HHTA) EIAES AE
Shieh. 5719] A o= 7]&H7Hfull HTA) B11A2}F 56719 4147
%% 7Hrapid technology assessment)”} G274 0] AFEEAAL, 4
7Hel At olg7|&W Hfull HTA) EAQF 2719 A&7]1&E7t
(rapid technology assessment)7} 7| 7|& A E 7] AFEH Zo&2
e T

Elshaug 5 (2007) 59| A< vl O R 7|& 7|& FASHol

S 8jo} s P52 thaat Lo ALt

D 71E 7le FAST 714S TEal AYsh] St F2 olsjuA A
AL A 7= HojgH|go] digt A4 AldS FEthe
Atgo] 71& 71e9] AlE7E #4E 7HE 2 5718 7HA Hedl
oA 2Fste EAYRAA Be S 2E EARAAE 7t
A =7 27E A}, jIZE 2dAgol 71E 7Y A¥7HE +
AL 5718 23 Qo SFoflAs A=A H| 222 LS (MSAC)7H
M2 71e0 tet BE A& §30kaL 3lo], 71€ Anl2of digh
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2 9JofEo| T3t o RA U AR AU (MSAC)2H QJFEFoAE
?1e3](PBAC)Y] 94473142 2| Yohe 2514 171 7],51_} Agg A

H|4E FHLICH
1. QR EIHE

Aurhe] Qubg R MEo] Hat Bl EA o] Refel A2 o] 4]

kS 7 A, 10709 45} 3719 257857 iR 9=
HAS AT (A485 9] 2013, p.185). ittt 214-9] 60% =7t
7P & % 709 591 282 Q.9 o] Ak Qlrt55) KA e R Y
ol whet =7 AA HAAmA A Y] 7] o] &Ag=lo] A, 24 5
4 EFEE HARY 1&, A, 44 Y 9 g0 8 52 =71
712 A9 #9] WollA tgotA ddtt. FoF 2545 = A9 Y
AEY B4, mAH|A, Fo, AE 2 B7}, 47 @ 55 ©90
QLo RO Y AR A egolojA g tigt HIk

3R] gt F U F3Fo| AR5 = A G HE AGHRegional Health
Authority) A9 AL RAAE Hestal o4t EHlE Hdot=t,
oz & Algste QA ¢ 957|843t Akt A ot} & Q& FFAe|H

55) Canada - Pharmaceutical.
http://www.ispor.org/htaroadmaps/canadapharm.asp#1°l4 2014. 8. 22. ?1&



g2E AFEA 94E7P o] Ak Sl ATLAE AT oAt
1 Bl e AR oot gt o g 3HA 0] A&S g
AAIAIE st Aot (4% €] 2013, p-194~196).
AAeAE F o 70%7t 35 Ao 2EHIL, 15%= SAF
UHEL, Eﬁlﬂ Al Aot ZEHE|FoAE A4S
FE o] A5 Al BEOR HiE
Al 7N 5 LA 671 Foll M= kAo F Qg AH]
= Ag FHOoR FA§kL L, tE
Aot o YRS AeHA] o=t
T3HY| &514] e At SAolA FFEAY Tk
T wo] R3lelx] 217 ohe W4l o YIZtE S Akttt of
OF 22 Sz A A WA AUt FUES AFAY 5 W 5 FHoA
wYote AETS S A= 08Tt ool BH A9 HE
Au|2o] tiaf] B2 ERIRdFS ¢lal wtjAlololA FoE Algsict
(773 9 2013, p.194~196).

Mtt= 1960L=1q1TE1 Z3ANLE EoH ARRYS h ot 3

N b
["_>|4.4 ol-Nr O-Ld
24 o o

EIS% = 12 ¥

< jo

41

ll> e 2>
0
Figeg
2 © u
ol _E FTF
rlr o
e
Fm‘ .
gt

2

3

i) no

ol

r

il

§9
B
>
fr
ok
b
al

e
et
il

M
Hr
o)

=t 187] w2l **‘:*—’FJ ?L(Ok 66?)7} Nl E%* = &30 o

BT Tk $571ao R 4 AGER AoFE EWE 295,
=9l gAh QokE vlgo] At AAA ol He AdE ¢Al4
o7 BARIT dHE, AE Ze AR A Hohe S0l 7HAE o
NE HE AFA HAAR] SJorE Aol FE7t Aol HisiA 9
FE EHS 08T & AUES oAl Slrt. AFAHH = First Nations, A



off et of Artgo] A 9l FolA 2Fdhe 57152 ks &
2 EAgS W 3l
t}.56)

Auete] Q=7ls 2 1988% B 19961714], 1997358 AA7HX
o 28A R F2ste] & 4 =, Aoz Ao Z1he v A
A Heke /L dﬁ@d HSE Fel st 194 7Y
ogxe Ug,] ZHX-]OH:I]-O 0]3] H] o
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(@]
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N
N
N,
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0,

A

el B HeLat g —%% Rolt f TS £ Ut

(H785- 9] 2013, p.202~205).

2. og7lz2 20ZE X ot

7L 20123 28

AUttoll A olefEo] 5171=o] Fol5Al =774 9] A A T—]rﬂ—f-’:
o3 2ot A HARQ1 Health Canada”t A1eF 5171+5 @9stal Q)
ow, JFAHo= AW 7 ZAAo] WH NOC(Notice of
Compliance)s &gt A EAR o =3 7|5
PMPRB(Patented Medicine Prices Review Board)= 7HUftiol| A 3
s Be AW 9 B 59 9JorEe] 7S AISkH: 948 ©
ok A= 9]3]of AZF HAAE AlESt=, o7]°l= si7F QokE 71,
7VA o] A7k 5ol gt 24 A7t EA U

Ol
-

56) Canada - Pharmaceutical.
http://www.ispor.org/htaroadmaps/canadapharm.asp#1°l4 2014. 8. 22. 1&



120 Aoj27|40] STt S et HHsy

S|7F oJofEol titt oS 3371e2E 95+ 8% CDR,
pCODRS] Axto| we} o]Folxltt, WA CDR(Common Drug
Review)Z B9 g JAHEPAE0NA QJerE H 7IE o=w7|<w9] Ayt
of gt AN HEE AlFsk= 71990 CADTH(Canadian
Agency for Drugs and Technologies in Health)olA] 23}l Utt.
CDRZ 492 B7}olo], 33715282 Qo= A, 5 AXBHFE
(FHdE A L)e] ook Edlof| o1& Hil(formulary listing recom-
mendation)dt= @A Fxpolch. WA A|kE|AZE CDRE AIASHY,
CDR W& 57 =3 95-9] 9/ 9 BA73A Aw717F 4AAkste] 1 4
5 AFS|Atol A ALty BrHax, Br7HA o] it A|eF]ALY 9
A, AFEJAL ool tiet B7EAte] gHo] B5%E CEDAC(Canadian
Expert Drug Advisory Committee)ol] AE2¥Ht}. CEDAC 3§t 29
St ¥4 Hof oo sl ol=3stal, QJofES FolEEol LA, At
Aoz LA, T M5 SASH] E2AE HIe. HIARNS
CADTH Al Eof F7lE ). 3HH 28] Qo= CDRIH= SHA L
B ASAHARP S 295t AUtk A2 AgdEo] 3Rt nSHeTE
SZAZIAY QJekE S S 49T A 5 Atk= 2A7 A

= QoRE9] otk Al&AARE NOCT7F 3= 7] Aol 838 &= 2
g7H= e 2.9] 7to]=gkRloly CCOHTA(CADTHE] o] d HA)7}
Aol 71%0] wpet o] RojHt}, BAQ gAY o] 8-S A 3Ela A

57) Canada - Pharmaceutical.
http://www.ispor.org/htaroadmaps/canadapharm.asp#1°l4 2014. 8. 22. S1&



9] 382 ol 14 CDRo| AAS @A A\ 2JoRE 44 At 5
FEI9ic. CDRE 591 2JoRE AL VT FoH208 Jastn
2A 73] WS v Fold] tiE ATE AL 5 WA 3
ohs®) R, R, AAF YR ok FWe MF FolAHA

CDRO] 235 vigo 2 v, 11 8hof 2] Z3h0] Agh +4+9, A
= 1. 24749 S QJoRE] T Jo] 27 9 g0 7]&ol o
) A k2|Atel Al 82 02 FHIITH (CADTH 2013, p.1).
pCODR(pan-Canadian Oncology Drug Review Process)> L&
AR ZA gt H7F Tl 2] 9] 7|& AR 7A] BT ZA
SHAL Queh. B EA] AyHof, dHEL 59 oA Frofsial Ql=d,

% o] 2HL 7 A o)A o2t

=]
g 8oL Ao Fo 550 SAT Ae it HFS Fo12

B2 FHF9] HAROA 0]F0iH}.59)

58) Canada - Pharmaceutical.

http://www.ispor.org/htaroadmaps/canadapharm.asp#1°l4] 2014. 8. 22. &
59) Canada - Pharmaceutical.
http://www.ispor.org/htaroadmaps/canadapharm.asp#1°l4 2014. 8. 22. 1&
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(218 4-3] 7HUTte] Q=7|=0] thet 2AEE 1Hy
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=HE O = (A A ) =
Common Drug Review(CDR)
= 3¢ : Conseil du Medicament

ez

B Sciz® Ay

- eEt2 e AaMAER 3

-REF:2zAEY AYs ey o
S Hg Fot

T A=A A= HE

=3es HAT ZE F: pan
Canadian Oncology Drug Review
= ¥ - Conseill du Medicament

ELEL I EE

{F 7 HIV/AIDS X2 Xl >

= B 2|E| Al FHB[°t: Centre for
Excellence in HIV/AIDS
=% B Ef : Alberta Health and

Wellness
\ k7t Ztal gl
{Patented Medicines Prices

Review Board, PMPRB)

| AT BT

Z}&: Canada - Pharmaceutical.
http://www.ispor.org/htaroadmaps/canadapharm.asp#1°[4 2014. 8. 22. °1&
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oAl 7] o ofo] 29} Zro] AL YFFIAL Azt ASS X
F3}7] §I5t Aot} o] TR oA QA= SRS HjAlSIo] OJoRE 9
Fe AL, B0l R|OFSIAE ABE DAS HEOR oo X
S 20k Ade 7RI, Aoz sl oo diet FEE
Al BRAAA Fofok it 3t ofoFEE ARGkl | &, 48 5 <

i

3ol 8 3
2o o/HEt AR 5 Se o"~— 047}0}1 A a2 ?4‘?}@.01 24 2
o o

#jol wfzjol 3iek. 171 Fo A SAP S717t oJofEo] ohtal

Lt. 227l Gt

1) 2g7Is 7t 71+

|l

Mt Q&271&g7 2202 A2 2L 19883 Aol A%
th Q271 Brlekal, BAAE) Rl AljtskaL, AEwoA F24

O

60) Special Access Programme — Drugs.
http://www.hc-sc.gc.ca/dhp-mps/acces/drugs-drogues/sapfs_pasfd_2002-eng.
phpellAl 2013. 7. 31. ?)1&
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1

TS Aupohs ddS 5k 170] Tsto] A e £ ofyzt
=7 99 502 orT|EB7PLTAsST. wrlEH = YR
71&S ANESHAL SHokE A, BYoA EAsks A, 7€ 7189 A

Aol Higt Aol AEE ASSHAL A (Hailey 2007). @A <
27]%%7F= CADTH(Canadian Agency for Drugs and
Technologies in Health)o|4 $3st=H], o] 7|+= ALEHE, 4
B AAPRRERE AUe ALes =97 ddaly|Fold 2
19908 CCOHTA(Canadian Coordinating Office for Health
Technology Assessment)2h= 0|50 & A5, 2L 18|31 7|
9] ojmAno s HAwgH AAAZAEANA <A 719e] FH
£ Aske 9FE  FPcH 19934dol= QoE BUF
(Pharmaceutical Review) @F7F F7FEA3,  200249&=
CDR(Common Drug Review)& Ta]ot7] AJZF5FRAT}61) 2004H
= YBAITALLE AH[ATE A 9] ook AW W A= T 4 =T
skal, A9 ookE JfEE AHshe dF(Canadian Optimal
Medication Prescribing and Utilization Service, COMPUS)% A]
2319ct. ole} 2ol CADTHE B4 7152 933 714 20064 49
FH+= A79 302 HAES M 20098= ofE E AH|AE B
X0 fdelal AL 4= YEE CADTHY Al 7H] 34 m2 7Y
ol CDR, COMPUS, 97|18 7}= 31519} 62)

dfofl= CADTH o= #A9(Agence dEvaluation des

Technologies et des Modes d’Intervention en Sante, AETMIS), <

61) Canada - Pharmaceutical.
http://www.ispor.org/htaroadmaps/canadapharm.asp#1°4 2014. 8. 22. &
62) History.
http://www.cadth.ca/en/cadth/historyoll Al 2014. 8. 10. U=
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Et2] @ (Medical Advisory Secretariat), @HEHInstitute of Health
Economics, [HE)OIA =7} 7|52 & A|Y Z2T]sHo] RJ=1L et

o] TR THEL Am7|E2 BUIeHL, 11 Ade w7 Aupof Higt
=719] QAMAA o 3R m|HH. 13y Autre] 4 A9 om A
O] AN s A&/d2 2EaL Q7] o, Ao w7« divt 57t
4 “% Aok o Fes] AZE] U= A2 ottt (Hailey 2007).
H =7 A @919 m7|eH7HE otz ¥ @919 957
@‘_’37}5 el 7k Utk BHHoA 9 mr|eH e AN
oAE ol thgh vt} Y dﬂ/?__%? A5k %t 8780 whet AlRFE
Utk 53] A2 HY &9 =
9] siitoltt. 570 sk AAlE 7} HEEYAE o|Fof Aol UL,
Qo& tE tfer|He® Fgstar Jlon, tietAlE et AlFE w1 Al
o #AH o] tishy Y omr]e7tdS AmgH], A&, Auadg] o
s 5| ok, 159 2AA A #E A dlith ®
2t 7Pl sl A4S E9A1711L, B7F 28k 245k, YE
HAE A5, A2 AT et B2 2 Aol A
Ho] TEAtel AiTatet dEsto] A At FAE sfA g
B HolA9l owreB7E AR At 7152 711 A4t A]
A glo] 719 274 LJAl4HE S8t

B9 957lewrt ik A |

AT 2002~20079 Ate] AL McGill theg oA Akt B2 24
5 B Ao AGsto], 197] 71&S ARGSHA| AU AlRHA o & 4
&5to] oF 13005 AAuthE=7E A=A, 6719 AQwrleE &
Shof =gt 7H"}‘jr‘jﬂi7} S7totd.
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5o HARAY FH 2 53E o] Albert Health Service”} WHE0]
Aot Albert Health Servicer= HTAI(Health Technology
Assessment and Innovation) Z2 1312 7fdsto] HU9] QAMEAH S
A5ttt o] ZE I FAIARI 7€) ARESHES Stal, AT
= X0 E u7|eE AR 5 AES Ao, ATt o|R] 94 7]
& 71E2 ARESHA Eig ARttt e o= = 719 TIF0] W
9o )= 7]&B7FE ¥cks Ao E dHA Urt.03)

N

2) A=7lE Hot 2pd

CADTH®| EA9&7]<%87} Eil‘%’iﬂ] A BAAREZAA 2
s dm7le, ARAILHA diet HHg 23, FHE At gl
el 222, A, <A 7]He] éli‘% AsstH, 71e2 i, 4=,
&9 #7] A @A 7les A ARt (&7, 24 2012, p.29).
AHFE Aot e A%, F, ARFHF 55 ok Edol &
279 271E Asdh= CADTHY d=7|le¥ ke 74419 A= o
AA . B7HEAIE Adstke 1AM F7u B7F FAIE A<t

£ otof, A9 H3]et CADTHY HEE AA 41957149
te A8 FAEA7 B2 FAE AT 23HAe U F
AE FAH LR Aol Aot Ao, 3gA A e AT
gt 497 oM = @Eske 2718 9, sEAC M e
SotaL w45t A oAl W
U, SFR2RE 4ES B gAY, tpx l‘l._i T A=

ok
>

)
gl
|
‘%

¢

a_% d

=
1:1
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o it mo 1o

2T o )
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i
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63) HTA in Hospitals.
http://www.cadth.ca/products/environmental-scanning/health-technology-update
/htupdate-issue-13/hta-in-hospitalsellA  2014. 8. 25. S1&
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AU FGAIE 55 &5 78 FS=0lA HiAE S5k AAA
g gAlolt}t RPEE 9] 2012, p.20~21).

Nuth= 2t ot v R EAAAE 7HA 1L Ql=dl, 22 AA|
TS o E HAgAR|AE HASIE o] 2B 50w, of
719-= e F HAR(Ministry of Health and Longterm
Care, MOHLTC)7} GURHREZA HutHl AAE FstaL Yot
(Marchildon, 2005: 231, &7 2014, p.37°14 AUL). 2EH
Q39| 9mr|&W/IE 99t 7= OHTAC(Ontario Health
Technology Advisory Committee) 2.2, E4 Q@ AH|AS FTTAY
o8 HASH= Zo] AEA 0 tis] e 9] HARo| HISH=
ks gtk OHTACY RS A¥seke= ZANLH(Evidence
Development and Standards team)< A 7|%He] ¥}8h4 EAojLt
AAd B7HE et OHTACS SI3AIRGA N 2EE s HAaR
2HE %2 ol ur|edrtE ok, AR (Health
Canada)?] 87} vke. 9]7 7148 Ao & 3lt} (Levin et al. 2007;
25, 83 2014, p.39°NA AA-L).

TANLEY 2A HE 3F2 78A0Ith 1dA A= 417 =2 9
27]gof tisl] 2Fdet Bl HAE Adste] HAowr |87 %
A2 E At 23A A= FAo T2t preliminary evidence re-
view, rapid review, single evidence-based analysis, mega-anal-
ysisE 245t LA7Z|NHEA S $RgRitt 3T A ollA = 29 A1 9] 24
ANE 7|22 AR QAHEAS HE=t, gEtEoE ogr|so
sl 2, o8 AFSHA o=, 54 A A% Be SRS A
P 3FS B 4esto) v 7= 2F

< HEgotal, sEACA = dx
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AR 45t AN = JE HIARRE ARG 78 A= EF
B7RIE, olAL BIHY, A 7843, Hl-&aT ol it AV &
SA5E 420 el HQO(Health Quality Ontario)7} AAJSH= Zlo
t}. o]e} Zo] OHTACY ZAMNEHEL Y=7|&eB7IE +d5taL, &
2| HAF(MOHLTC)7} S22 Wel=d, OHTACS dXAR}o
2F HgAlo] BAo| & JFS &} (Levin et al. 2007: 2541, F&
7% 2014, p.39~41°14 AQ1-8).

23 mr|EW7 F 79AC e B 7= Ayl
A A E= AR Fol2 olsfd & Ut 5a% Y mT]Eo|A |9, F
A4, A5, B, A 784, H8and A EEAT °
71%0] sl @717} o]FolZth (Levin et al. 2007; 2531, &
2014, p.41°14 A1-E). BFH7F= X199 SAF=0lA 71l et &
48 =013 A F9] EA) H= ZAE BAtt= HolA 99 7

o, @B 5 F Jm7]E] ts] ATkl ddS & & AU
+= 3ol Slth. @R g7IoA AdA R ZAE Abst= 7|82 2
239 og7|&H 77|47} obd Academic Health Science
Center, A9 ¥, Aw7tod, BF e S HAREZRY H4S
A Yut=t} (Health Quality Ontario 2013: 254, &4 2014,
p.410A4 A1), AEH7H= o8] {2 A= A==, AT
44 A8AG(phase four pragmatic study), FAAEZ AF
(registry study), 7]t &A1 (observational study), T4 A
TRCT)7} et (Levin et al. 2007: 2531, 2274 2014, p.44°14 A
1), @FE7P SREW Qm7]E o8& s B, o8& AHS
| 9, 4 A AT Ee AREE SR HE 7 528
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37t 717bE Q8 4= Sk 20119704 FEHEAHE(DES), S5
SHREAE(EVAR), Multifaceted primary care diabetes inter-
vention program, 64-slice CT angiography coronary angiog-
raphy(CA) & 12719] A %] 5ol tiet 237t §71=%1eH, o] F 6717t
EAHA, 3= At o g g9 2 Wk (24, e 2014,

p.45~46).
3. MoZTEe| =it
CADTH= A7+237 AAo| E-82 4= AES A Yst7] flsto] A4

A2 (Knowledge Mobilization), 9 T2 T(Liaison Program),

otE | A(Partnerships and Strategic Initiatives)2] All 7FA] & 7Y

o
of
ek
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=

WL oA HE7F Hash AFEA AE
ERZ ol ofg] Eofol HEVIE 4"
. CADTH+ 949 8 Z23E Adshk= A,
Qoksl= A, A4 Bejig, oAEA A ¢, AnAA
12, wadE 9 ZR] 7|4 2, &4 vjho] dA 59 ¥
gt} 64
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64) Knowledge Mobilization.
http://www.cadth.ca/en/cadth/knowledge-exchange/knowledge-transfero Al
2014. 8. 10. =&
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- CADTHO| 211§, 45, AH|20] tigt A199] RIA=E ¥
AlZIH

- CADTH®] Rapid Response ServiceE 9l EA2|77|&H 7}, F
O ARg Z2AHE HH 5 CADTHO AF&E 9 AH|AS QAT
T ALF ARttt

- A9 ZAIE shidst7] Yol L a3k A E} Ao S Attt

- g0l gk QAR 2A 7IRke] AEE ]%"e T
NEF ARG,

- Y38, 15 AA 5= i

- YA H AAA| AlFohe SHES 5 CADTH EilA|, AH]
2 5o gk 7|AE ARt

- A9 HAolw7]=o] gt ol A=
I, 7 wso] gt 2971 e FAIE welstH, g7|<o
271 A o] FEE A2t

- CADTHO] A= 9 AH| A9 At A4S 317171 sl 124
oA W EHE A5t

- CADTHO| Z= 133} &85 A 5= = A9 A27ket A
< mosie,

- AG U, A9 T AEE THE 5 e 719E AT

iy

npz|eko 2 mtE 4] A2ZH(Partnerships and Strategic Initiatives)
2 98 CADTHE 7lYtte] Canadian Institute for Health

65) Liaison Program.
http://www.cadth.ca/en/cadth/knowledge-exchange/liaison-program®lAl  2014.
8.10. &
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Information(CIHI), Program for Assessment of Technology in
Health(PATH) %3 3f2]e] Drug Effectiveness Review
Project(DERP), Health Technology Assessment
International(HTAi) 53 @AIst2 Ut} CADTHE 0|9} -2 FARSH
oA 2 71 o BN, B9 R E BV +dste Hl ol 7t
S AR AU HHE HEEE S, SAEE A5k, B9
27148 EHHOR TSR Aol ZKsaltt. E3 ATkl ejarEY
Azo] o B2 Bomr]&o tiet FHLAT ZAE 8T 5 A=SF
Fooh6o

4. 7|1& 71=9] g7t

Nuttol A= 1990 Ho] 014 M= 71eArs, 181 7]& 7&
o] =3t AFEoE HAo R H|-Eo] 50%7HA] 5ottt o] Aol
et s Wiete] deto g APt o] FolF o, HB7HE S5l Ve
o] AHE WY gy it RS I 4 AU (Joshi et al
2009, p.1). olo] w&t 7+ Fujrt IAEH|A Y7 J57]&o] sl
:LOIV‘WT(delisting)—‘:é—' S} "} Qlth (Elshaug et al. 2009, p.5) (3 4-4,

xl—z)

66) Partnerships and Strategic Initiatives.
http://www.cadth.ca/en/cadth/knowledge-exchange/partnerships®lA 2014. 8.
10. I
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B 4-4) FHACH X1k 30| AIE Q2AHIA

Service' Province and/or Territory
2nd or subseguent uitrasound in uncomplicated pregnancy NS
All senvices associated with de-insured services NB
Artificial or infrauterine insemination N3
Audiology sarvices Ont.
Breast reduction or augmentation N3, NB
Chiropractic senvices 3ask

Gircumcision (newbaom) f circumision (unspecified)

Nfid, NS, NB. Alta., YT / PE1, Ont

Gorrection of inveried nipple

NB

Gosmetic surgery Alta.

Dental anesthesia for uninsured dental procedures Sask., Alta.
Destruction of hair follicles Ont., Sask.
Diagnosis of bone fracture without reduction NS
Diagnostic punch or excision biopsy of skin and mucous membrane | NS

Ear wax removal N3

Epilation of facial hair PEI

Excision of benign, superficial cysts, lipomas, pimples etc. NS5, Ont., BG
Excision of xanthelasma Niid., NS

Eye examinations

PEI, Sask. {people aged 18+ years),
Alta (peaple aged 19 o 64 years)

Eye refractions

Nfid., Sask.

Gastroplasty or gastric bypass NS, NB
Hypnotherapy Nfd.

In viro fertilization Ont.
Intrauterine insemination NB

Laser ablafion Sask.
Lipectomy and apronectomy N3
MNon-surgical treatment of temporomandibular joint disorder Alta.
Otoplasty PEI, NB, Alta.
Penile prosthesis Sask.
Physiatric supervision NS, Que. (parfial)
Removal of skin lesions NB, Sask.
Removal of taftoos Ont., Sask.
Remaoval of warts NS; Alta.; BG
Repair of earlobes tom by earrings Ont.




Reversal of sterilizafion PEI. NB, Ont., Sash., Alta. i
Routine vision care for people aged 10t 19 years NS, NB
Sclerotherapy Que., Ont.
Sex re-assignment surgery Ont.

Skin scraping for fungi with pofassium hydroxide N3
Subsequent injecfions for impotence NE
Surgical assist for cataract surgery and lens insertion N3
Tongue tie N3
Transcranial Dopoler BC

Travel immunizations Ont.
Vasectomy reversal NB, Sask.
Venipuncture NB, Ont.
Weinht-loss counselling and therapy Ont.

A} Blshaug et al. 2009, p.5

(B 4-5) 2EI2|Q PAZHOIN S0 ARIE AL AfH|A

Recommended for de-insuring:

+  Injection of simple varicose veins
+  Aemoval of acne pimples
+  HAemoval of cerfain benign lesions

*  Invitro fertilization (for other than tofal fallogian tube blockage)

Removal of tatioos (except resutting from abuse)
Repair of tom earlobes (except from acute trauma)
Reversal of sterilizations

Routine newborm, ritual, or cosmetic circumeision

Recommended not de-insuring:

Annual health examinations

Exeision of calcaneal spurs

General anaesthelic for uninsured dental procedures
Inserfion of penile prosthesis for impotence

Inserfion of testicular prosthesis

Intracarporeal injection for impotence

Cioplasty to cormect outstanding ears

Aemaval of port wine stains on the face and neck
Travel assessments/immunization ciinics
Uvulopalatopharyngoplasty

No recommendations:
*  Weight loss clinics

A= Elshaug et al. 2009, p.5
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Auth= 28 A AB7HE 53 FoXAE A
O, om7]|&B7} FopoflA= H2HE W o7& A7l tigt
7h ZH9] HE2 gls Aoltt. st AUt AFAEo] Rt o=
71 A7l digk A5 AREARl Hdoly EX = 59 4
A =W, Ed] T2 77 oA 3H| B4 (Program budgeting and mar-
ginal analysis, PBMA)°l &3l $ktt. 7Hurtol A PBMAO] thigt F X
= =571e%7 22 /dste 782 = AAIRE Aiythe] 24
of HA3t AHH7Igo] FARJAE A+ BRI} At} (Leggett et al.
2012). @A AUl A= QokE, J8H], mAleS AB7IsH] ¢
S A A QI BT 471491 B7E Bastthe RA o] i )l =
< 719 AR TSHA E= k=93te] #AIE B7FsH] fIst
of o Eoh tE w7olA 9] A= HESH, AB7F i A2
S| gt =9J7} o] F0iA| 3L It} (Joshi et al. 2009, p.4). <+ &
HEREo 2-8517] 913t A57|sE 7 Bdo] /iUEUL, 201295
IHA82 AA AHEt:9] omr]e AB7io] &8st 2t AdS
z+31 Qlt} (Leggett et al. 2012).
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Lole7 =2 =i} 210

AL
e
ot Z2o| x| et 1 E

s Aok S5ET0NA 1SS J5,a7t EA5kE 99, &
= 719 7] vls| E53 /iAol = A wreS 7H g4l9 7t
7hE 71&0lgt & 4= k. oHg AQET]eS ARt HS, 7 2A
9] S BFA oA A A A= AlESohe A2 o At

=2 19924 Prescription Drug User Fee Act(PDUFA)E A5
HA AloFe] S{7HlALo] tiet AFdEHie] BE3t 3 AlERt §7He] 244
oA 7RG Aloks OH*‘/\KprioritY review) H/g¥ LA
(standard review) HA}C.2 EHol= -?—’ﬂ@*}xi % (priority review)

2 =gyt oww ol s 4 71«4 oopE T} Ut




O] /A 7T 4= e A= Yehd B9 (4) M= AR e
oA erAd & K8/ ZA7L = A5 FDA S{7HIARRA = 419k
71 AR E AESFY F7H1A 602 oluiof] LA g} o BLE A
goto] SEITH SAHA S SI7HIA A= AlE Fo 24EHER
SAAAL H4dol HAThL stof S7H AN HESHE /Al gt
71&0] YA A2 oYtk ot SAAAL T4l 419K 6711 olH]
of 7tok= AE FHE Sto] GWHHAL Bt A1°K1070€ ol 317} &
3)0]| H]3f| A&5HA HAFRITR= Aol thE Fo|th.67)

AuttolA e vSE 924871 e, S AdsHAY S22 4
oFsHA| Sh= A% T= AR Aok] A, A&7, oS fI9t oJoks E
= 71E9] oJofEol Hls| H-He vl D53t /Aol e Al
ol SI7HIARE A145HA St -4 AKpriority review) A=E &%
gttt o] wf REHA, R4, 4ol Bt A9 8L HE Aok o
22| gt} (Sawicka & Bouchard 2009).

FHUEE B2 AFstAY At dgke] XA, 7IE AmHL
& A&7t E7Fssto] A& ]jo] a3t ofokEo] dis A&AA E
A Fa ek T1R-E S uEhe ol2et Q54 de A oo AT
= 8 ASAHAPE Eastthal waE= QofEo] tisiAE Al&AAL
AAE A8 4 AEE SHaL Uvh= FolA dollA e E 5719} Ao

7} Q.

67) FDA CDER. Manual of Policies and Procedures — Review Designation Policy:
Priority and Standard. MAPP 6020.3 Rev:2.



L. CH2|ZaPH2S(surrogate endpoint)S 0|28 AIES{71e] =t

= 719S9A ANEE AEshs FH R, ARHE R 4IoF 5|71
AlA Frkeks S A IHS7E ofbd e 23S (surrogate
endpoint)E AEsIH A|T5]|7lok= 30| MAFCZ 7F3}= o] gt
Hl=-2 AloF S7HA| Ao A Al&3t SI7FE fI't o274 R IH0|
oju] 9=o] gko ™ 2012¥ “breakthrough therapy” AFA =7} A
2 EAETh “Breakthrough therapy’& “412HgF 23] =& X
BEAZA R B I o] ddHoR u|qles FEH (clinically
significant endpoint)°] #slo] 7|& X @A vla] EX -dlth=
ojlu] & AAF ZA(preliminary clinical evidence)7} &= ' 0.2 9]
Ft}, o]of] It BE YSch= WS (1) AE4 s7HollA A==
g4 gzl 274 (surrogate endpoint)o] Het &3} (2) YAHA 1'5
2 E}-F',]XJ o=z Oﬂxo]- 2~ (])}\L‘ 27]—7@ O]/K'I—XJ 79435{/\ T q]ﬂﬁjl}
WHa=(surrogate endpoint)°] gt &3} (3) 7|& A &2A|of| vlg] 2Ju|Q]
A WA PHAd mE2ukd Fo|tt Breakthrough therapy® A HH

c

ok

15

OJeFE-2 fast track ¥ rolling review, priority review th4to] &
NoH, WA 14 SACIARE oJofE 7ol et 7ol=g ¥ &
oI} 69)

Breakthrough therapy A QA =2] H42 ofu]d A4 LA ==
S AloRe] Als7HE 9Fd71E Zolt. 2012 10€+-E 2013 94

68) "= FDA &Ho]#]
http://www.fda.gov/ForConsumers/ByAudience/ForPatientAdvocates/Speeding
AccesstolmportantNewTherapies/ucm128291.htm ©4 2014. 7. 2 91&
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7HA] FDAE A|2FALS] breakthrough therapy A3 414 A % 924
AESIA & 27705 SUsk 41715 AEsH 2471= HE S°l
o} (Darrow et al. 2014).

tl=Z oln] 1980t FE 4loFe] Al MU= AF7]7] ftt Al=s
ACF SI7HA| o) A= ot 19880+ fast-track review
(Subpart E) A& AAIsto] AT 91E A% E= AR Agke] A=A
of tis & ghH el A (surrogate endpoint)ol] 7]z3lo] YA
4T B AlHo] 7RsSHES SR o]o] 19929+ A A1E &
S = A Fg] X Ao s ddE HoE ST 5 Q=
surrogate endpoint®] 7]9tsto] A|@5|7HE k= accelerated ap-
proval (Subpart H}E AA|sto] tfe] A3} H4(surrogate endpoint)©]]
et 71%E WA Breakthrough therapy AAI = o]ebgo] 4l
& A W57HE Astols Al o] SE3 ke ol St

134y breakthrough therapy A|GAEQ] EQ] o] A K ¥ oju] Aok
S7F A1&3HE fI9t 7129 Al=E9] avprt FE5] el UL, Al
&371E fItt YA Ao 9fgt 57PF HHolEE d4do] IEEL
Ath= vlo] Qi o EE0] 2012 5171 39709] Al9F Fofl A 2274
(56%)7} accelerated approval = fast track review, priority re-
viewol oJsfl 37}E Qo™ 11 F 97f= ol ZEIH 5 27 oE &
Alof| -8Rkttt Sttt (Darrow et al. 2014).

Huttols= 1998|0 245 s7HA|I=7T =AU = o], Bge At

¥ o

L 3398 B 425P ok St WS g BAE0] 943
Ao FHsAe] G Alofe] £7] 2T 4 YES Sigick. ol

2
18,

o
0 Age avbHoE A9, A&, 4E 4 9 gopEo] 7
=L 0

PAU 71E A=Al vIE) Ade Y WA 25S 459
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AREA ofokFe] Aol dA HEs] A AFA AlHs|7t
(progressive licensing)= °123t A7 £2 == I A 4199

Al 7Fsd R 7hs HRlE RSt &St AR & & Y
(Eichler et al. 2012).

F| 9 Ao A H3F fAAFEE o]-&5to] Y Ao A= oF
=9 B8] 2 &4 A TS a5t 50| A, 4R 2
Aol tisiARE 2 x AlES7EE RaL =
Sfjste= A7 AeFo] H3FH Alws]7Hprogressive licensing)
9] £AS X7 Aot HFH AJEe] 7= adaptive licensing E
+ staggered approval 2% &3t}

k4 Al#s]7Hprogressive licensing)ollA] Aolx Xz 5|7} T

A= dF RS 27] J2A Fdolzhs HelZ A= Al 11 9FY
A, FEAH 2AY H & B A E AL
fufshd 2z S|7FAof FrEohe ZAQ] o] AE HFSHST} of
Yzt digfsgeol, fi2= 1t S8
7] Wj&o]t}t (Eichler et al. 2012).

AeFA A3 7Hprogressive licensing)o|l Al o|Z A AgtE ZAqt
S8k X AW 7IE k= A2 iF A850] ¢ STEEHOEA
SAEo] B S -85k A=t e R A7) ot wet
A AFA Al 7Hprogressive licensing)Q] & A|#35]7}7} o]Fof
F= W L i £7835] sto] ARSSHES Sk Ao] S 851t 11
it At Al 7HE 4loFE0] 7R E &5 AMEE AAE, AT
& AlWs]7Hprogressive licensing)oll 2J5}] 317Fe A% Aste 2-&
T HHE dold AEE 7hsAdel A ¥tk HFH  AlES|t

(progressive licensing)o A= % 5|7} o]% alg -850l A< 9+



A, Fa4ol At A5 aIE TSk TAE ABAlGlof stng, A4
A1) AMg Aig HYEYSHE Zo] B asttt & SxE0A AE W
A3} oFE ALg ATE Ak A, KRS AWTIete] sl7tARE
< tA] Aok o] o] Foj Ao} it
(28 5-112 7|29 s7Pialat A3F4 Al#s|7Hprogressive li-
censing)ol Al Al7to]l wa} AGAIE A &, WA A SR,
gk $2t 429] FRE H|wot Stk 7129 |7 AloA = Al 7Et
O]Fo]ZHA| OFE ARgo] HHAHOZ o|FoXA|qt, A4 Alts|7}
(progressive licensing)ollAl&= = AlEs]71el oA ok AR A7
A AT8] F7Fokal 2E 61717} o] ol XA thA] g ¥ i A7} S
"ot 283 & 5)7ke} 2 57F Afolo]l SRES ARESHE HiRE]
T2 HHAT Es HAAED 0l 23
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1z

(2 5-1] HEX A[HGPIe FEE AJMGIIOA ARZI| T2 20| 72 bl

a
License [ Pabients treatad, no active sursilances

Fatients In cheervational studes, regsires, sk
S Pabients In RCTa {or other Inkerventional studies)

|
/ .
L__,

MNumber of patients treated

Time (years)
b Initial “Full’
. license license

A

/ 4
_—/h_____,

Time (years)

Mumber of patients treated

s a A84 Algs]7t, b A3E Alwks] vt
X]-i Eichler et al. 2012.

A As]7H= Aol A 2005 AIRME WA HEQTo] THEolF
O AP E|A] Fotal =0)vtk Al& FlggFolct. Ffvtrtel Hls) LA =9
7} o] %]l EUCIA = EMA7F 20144 39 A Alws]7he] AlgAY
AAS TR 20149 69 202 A F 20719 A Il A=
Alofo] AlANY FoiE AIFSHIAL 27] oFo] I ez A=l



3Me EHEAL YHAl= AE I Utk EMAE AlHARIOA 2
A9} 2777 |HE oA A 7 Alofe] A AlEs|7o] &
et =9& A & Aol Wt EMAS] A AlHs]7h AMHARY
ool ke Aloke] 272 th&3t Zth (Schofield 2014).

- @A19] u]E= 97" 3 (medical need)7} S2E 7FsAdo] QlofoF

- N 7] DdACNA ST == BARS] FY(actionable in-
put)°] o|Fo{4 = glojof gt}

- AgkE H-g5olA o H tdo R F-8Fo] Eistr] sl A
F=ollA 85k 8710] 54 s/l lofoF gt

- A35 gHiE %t 842 557 s FAIDGAI— e ot

o181 & thAl/Est7] s AAFZoNA9] HolE(real world

data) AT % 9l 754l glolo sttt

o

EMAS] AFA A|gs]7} AHANG R TASte] o] A =7} 7|&9] A
AA WolA = 7hset ARl thst
EMA+= o] A&7} EMAZ} o|u] A|g¥skar 9l
2 Ay (scientific advice), 8% AF&(compassionate use), A5
Al#@3]7Hconditional marketing authorization), 9924 Z7jA 9]
5]7Happroval under exceptional circumstance), &4} HAAEF,
FEHAl 59 AME= XSk Aol AR5kl it EMA7ZE AgH4]
AIs7HE EYsPI7HA] 202 S PARRE =9 s7ig=<l
MHRA (Medicines and Healthcare Products Regulatory Agency)
T AgA Aws7he 27 AlgsiZkE 91t EUY 71E9] §7F /A4
= AMESh= ATolhal skt LBy AFA AlRsizrt 71E9]
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Aol =4-st= olf7E W Aolghe 929 Hag7t EAR &9
AAA A H7FA Alisi7EE 5] S5kaithe A= 4715, o]
"olg}xl Dutch Medicines
21 Kalisi= 3 15F31t}.69) =< Federal
Joint Committee(GBA)2] Mullere A& Al@s|717t o7& @
F= AR oAZ 4= loH, OokE S7HAA Y] Al=E Hol=d o]
2 SHIP} E PSE 5 g3+ B 85k o7t H o
Az QtEH AT FARE S7HAIACK st ATol2kal Agsh “HE
HIE A 393 el Aokl o] A& H|H3IT}.70

(B 5-1) Adaptive licensing0l Cist =71 ot

H|et L

=)

- AESRY AF71E, 2AFHE H2
Health Canada: | - 200749 €4follA ARG F<1 ool didk %4 #5525 fi't EAE

Progressive ek |&A S7IE 98t RS 1= SEE A|AT 7|7t
licensing = 4, dHPlE AA-] T HAUEE ZYT

project (2005~) | - olof| tigt HEQHRS 20084 23] sjito g wr|E JZH o FA
9= Ao =¥ AY FY

ZAFS)7F iAol ofd Lol dis “BAA 57V E YT A
EMA: Road map 2ol X 7HRSAo] £2 JAdog Agtelal, AA| A4 9] b
to 2015 (2010~) olgl7} = dof wEt S7IAGE WA FHx AlEeTEe] 24 &
AL gstofiAle QHE.

Singapore
Health Sciences
Authority (2011)

YR Alofo] thel adaptive licensingg 7% AYS #Y

- A3 ARFRAE 3 d4THeIHE AdH o=

82 HESHA oA Aofel| gigt 7] HEE 7t S St
Aot izt W3] AfolE | Z olsE 4= A T Aoz A

A& Eichler et al. 2012

69) http://www.scripintelligence.com/home/Adaptive-licensing-on-the-starting-
blocks-as-EMA-calls-for-candidates-350777 °ll4 2014. 3. 25. I&

70) http://www.topra.org/can-adaptive-licensing-bridge-gap-between-regulatory-
and-hta-evidentiary-standards °l|4] 2014. 7. 5. 9&



A=5A7t ghe S54SR H- A=A 7ol et dgo] v
St} oof g P—% AN ol Ue oJoFEolgt e ARESHE A}
Sh= Aol

n]Z2o e X247 A AES 9dsis ASRIE T A YA T o)
g 4= Y= 8BS APAre] ooRE 35 QjFo] QAL At 95t
L =42 ARE (compassionate use) ZEIH Fl= F YA
(treatment IND) Z212-& E5}o] QL £9] oJokE S F1x}7} A8-3F
= QEE 1AL Qlt} (Okie 2006).

[1

ARA7 YoM P SIELE PO R LWL FEo] A7
o 91 QORES AH8T 4 G Bh AL R Sgolehz Xz 7t
542 7ha ookl theh B Aol 2t FHH ow 1

A ke b AAHOZ HeR

A 5 gk Tt obd AR AEH ok
ZFZABANA AEFH AL e e gow] B of A
 o]o] HFHo]7]k ojgtt. AkA: oJokEe] A4S Fajo] U2 &b
o 918L 27 Ho] QT A ReL b 5 k. BEAE A
7} YFEA B2, AF GAY NzA] ol A 2ste] s Rtk B
g ope} 7149l FAE 9tk P4, SRl ek A9 o] 9

= SjoREe Azuel YEIAE 977t 8 59 3971 Bk wed
Agoro] Az AxHREAG] A= BEEE 5 Uk 4Y 52

A o] 3]
oFS A8% AL A didIA ol gk Wt Bt 4= Qlok 1
29t vl=k FDAE A+ 3% A &8A0 digt 588459 27 "
= ¥ 7MAH o7 Hojghth FDAE “X& INDO] st &
o] 7151 9low, ALY X & IND 830 s 24-48A17F U]
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1z

of @olal A|fAFEoAIE A& IND Z2 IS Aol S S}
31 5kt (Okie 20006).

F| T d=oM= vSS a7t B2 FAIH A mAof disto] Alws]
717F W7] Aolgte gAkEo] AR 9}55 o= 7] AR Al
(early access scheme)E Aottt 2 45
= ARAE o=, A8 AdstAY A2 sHA 42FsHA ] O]'b oy
O] ABA|ZA] o] 7hset thE A mHo] gAY 7|&E A= WHo] v
APA] Fet H9 “FA9%E(promising innovative medicine;
PIM)'C = X4 4= A st o] Aol thsf £7] AE A|Z(early
access scheme)?] t’do] E 4= A staiet. FA2FZ(PIM)2] A%
< S|7F=(MHRA)°| HAE] o1& F3ll ZARteh. F= FH= F4looF
FEPIML=E AAFE & Q= ok Az 27 L2 AAJSHARE LFofA

=
£ 5~z z;%u oltt. Aol B7ojokEL. uls] HAlojoRE

(¢}

|

i

X

d 5}1]—:—01] Al 40 = TR Xﬂlﬁﬁo]i ?l‘:}. 719 A 7
ofof Aol A2 FUS TFY AEHAAY S AL SRR FEARE:
AIE LYEYstojof 3ttt 27] ARE A|k=(early access scheme)©l|
ofet SAE 9| oJofE AR Aite % g4 AES7E E £ NICE]
A9 Qmr|eBrt go| EEET. d=9 ARACNAE H=Y
breakthrough A3} 22, 5719 {8t A= =YS AL T4
a1, AL olof ZsdTE 7] AR& Ak (early access scheme)+=
20119 129 AR ‘9= AyYAst A=K (Strategy for UK Life
Sciences) oA Fz == 2012¢ 7€ 571 =& Hal AQtA
7H s o] 2014 42 A=At AFdA A= Al A ARGl et

::1‘



AE =4S 2Hdstar YA NHSol|A 11 ¥]-8-& A EoHA] %= |
E1to] o, AH= AlEs]7t Aol NHSOA A& =+ e

3] 3} Ut} (Schofield 2014).

2] A7 (surrogate endpoint)o] 2J8 A1k A3 7ok

< AHH o2 A3 Al AE7IZolA HASHA HER 4l
o 717hE 285 EEA7IE A AL SI7HIAR 48771 ©
S5 "t w=olA fast track®] =Y A7IE7I7HE 8.9H0A
6.2¥ 02 TWEAF AL accelerated approval &892 A1k 4 24
o2 YEPFTH (Shulman & Brown 1995). FDAS] A1FAA 71
19804 307H€olA 19979 14.57H4 (Kaitin 1997), 20114 9.97§¥
2 Ax g2H4 e (Darrow et al. 2014).

J2u HSAAAAESo] ook gkal A3 AL (surrogate
endpoint)FFCE AlHshH= A2 A, faAd #Ajt 2AY 52
SEe A0 2A Al To] Al FAEE F2-80] o g Hl §
oh ASAT 23 AT AF Aol o) 7S FAAl HIF F
THATHSE ARESE 144 2 24 Aol A sl7hE-2 FAdAolA 4
Z45E H28 B9 @ =27} 72% = A YERETH (Kesselheim et al.

A19F9] A|gHs] 7S df 8] 24 (surrogate endpoint)ol &J3] & 7
G RARE AE T AGAR Y AAE YFEeHA ot ol ARt &
Als)71e] 82 thA] A5t 9]

o, whehd ARk AAAIEO] AAE 7ML AR A4S ol

)



150 dolg7|se| =int st

T
o

!

1z

=
=

of Aol Sh=tl|, A4 TIPA ot ALE YEAL Qltt. ul=ofA
20119 B AlwS A7t o FshE oforEo] 40%°] W o A9
o] AJRFE|R] Qkorom, 11 H]&-2 2007 13%°l| Bls] EAl Z7Igk A o]
ot (Moore & Furberg 2014; Fain et al. 2013). E3} accelerated
approval Zxo] ofsf 5171 FAAIE0] AlH F AGAEo] A= o
7HA 299 7]1710] 0.8~12.6d 2.2 & ¥Hol7} 9J1th (Johnson et al.
2011). ZiuetellAl= 2008 149 @A 3170 2Fell tisf 38719 =A%
5|74} o] Foi Al ’%ﬂokﬂ 11 % g R 92 199999 2 RS7HE v
L 0|Z oA & TIPS L= 5HA] AUdTh (Lexchin 2008).

o]&|3}k AL Aloko] A]u}ov}— A& o] Al & 57 A=
TRt A|oFARe] o] Folggo] AJAT] o] FofX|X] ¢l glow F{7ig=o]
A=5 FASHA] Folth= AS Holeth ol &5k 58y
AL oItk AlWE|71E A& obANTE SEAo] 9 Hos

Q14]5to] ARGl §-A], SE 7Fs/de] At

TN oA AlHS gF AlPS R0 = Sho] th AT
OJ&sto] 2710 AlES7HE Wigle RS 7 Al T1set SjEof
%lf‘:} ol A 2493t viof] QshH, Q]oRE S7tollA 2R 7He

€2 2001 1%°1A 2006E 7%= <=5 :

A19F 517F A 9 H|5o] Al& HAaRal, 53] vSE 87
24 9540 2 Aok dis AAISh= SAAAR HISO|

AR} o5ty MRy
o o}

oﬁ
o|
%
3o
o
9,
rir
M
orlo
N
(ENT. )

T

¢

N

o
oﬁ‘g

4
-
2o ofN ook

¥ Aoty = t
Aoz FoiEl Aol o AE ¢ & Ut (Sawicka
Bouchard 2009).

ololl i3} Wood= (2000) Al
A=F 5t7] YsiAe 414517

H

rlo

15
o
9,
F
o

A=)

% QAR 43go] A o] o]
Aok Tl AAER7I7ES E



H=o] 9JA 319 accelerated approval AAIE 5718 QJekEo] A
A(labelling)oll 71 A& F-8-d0A2] Agtd 2 A Hlo|A] &
o] S U= HEAISHES Shitt. oo AeFitd Al 1St
H77F 2HAEY] Q15 THAZ o Utk o|RE W = B
L= A,

L =97t =1 Qe A A|®5]7Hprogressive licensing)
= HYZHAASEE TAR ABS7HE 25k Pl=Y accelerated
approval ¥ EUY conditional marketing authorization®} At
SHo| QA9 Fuls] thE o] k. olF 7|&9Y A=Eo] ABEAE
gk} -2 A1 AZSE ABEO] X7 A o SHgsto] AlgE At gl A
FA Al 7Hprogressive licensing)= 1 A& HAE X |57
A AlES7EY] sf2tilE vHE & Qli= Aot (Eichler et al.
2012).

kA Al 7Hprogressive licensing)w H< SALOE 35
= AlRtslal HAH o2 435 HAAE Wole 229 Ao 53l

=
At Alote] Az A8E PRI Ho] Sl A

ofr
=

71) FDA accelerated approval labelling guidance creates confusion. SCRIP. 2014.
6. 13 p.19.
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9] ofsfjof] & Fetot= A=l & o AUt

O A9 g7e FAAEZS] WA E o, M3FH AlEs|7t
(progressive licensing)+«= Al H% A|&2 Q1 H719] OJEE A3lol= of
Al AloF 517F 879 7|ES W= Aolghe AR A Hot o] Al
of s M= A=l thet 271 FE =0l= A& HI|E 514
T AIE oFSIAIA QEHSHA] R ofo 2 3
o7& gt} (Hebert 2007).

A AlEs]7Hprogressive licensing)= Al#s17F 24 o|¥ &
Ao A AREEHA YEte 2ot sl AEE sRsoF sk, A|gt
Ao 2 5|7 whE AlRME SAPolA AR EH =S HYE S, 571
ToME S4E ZAE HB LR 7R Al 24 d)oF stEE 5
7ol S AHS] A B]go] ol Ao & oA Hrt. o|=et ALE A H|E
9] AL kA Als|7Hprogressive licensing) S £ 27| 317}
H AekS TRE0] Y AR e BN A= Held Ao|tt v A
Al #5]7Hprogressive licensing) & &-&5FA] QkthH o Aleke] X
o At 2AE ABabstr] 913k Hl-8-2 A|2F7 o] Agsfiof gttt kRt

=°] 27| Al BS7HE B8 ARAE LA ARSt] AA| E= Hejol A
A

1o
How
]
i
u)
ol
rr
pau)
lo
Ll
)

F& AlFs]7Hprogressive licensing)?] % 3|7} o] % ALS]7} A1 &S

-/

1

N

< &2 7A7F A=A 9] o= A8 Ao Alofo] wet gt
ZolAJqt, 1o Tt A Ee- H asitt,

ojetgo] Alefel 27| HdE SHsh= thAl ARH H|go] F7iet
A3 7Hprogressive licensing)2] =20 A 1A
= A7 B9 oYk ThE oA}, E3] SR TE o= 7]
EB7P71FE, AEARR] Wol7E B Qg ofrt "k Iy o] A= Al
Ao 913t EUO|A = ofx] 271 9l87|&8 7], St 3], A

il

)
rir
S
>

lo
R
=
)



E4 5olA A A3 7Hprogressive licensing)oll H3] $w3] &
#ol= Ao 7 Holz| k=t ECY| Directorate General for Health
and Consumers®] $E @94 Schmidts= EUOIA F48k Q1= A
3F& Al@s]7Hadaptive licensing)?] A0l Q&S HslH 17l0]
29| ®Holetal E4IsHA] Y=ttal REH (Finn 2013). 7Hytto]
A% progressive licensings F%5t= 3|4 A4 A2E 6|71k
o] 8 4 FAFE & BT AEIeL =4 S =2 I
UA] Fhth= A o] e} (Hebert 2007).

F=9] 27| AR A|x(early access scheme)d] =4 FANAE F
A Aol Bt AFRIAQ] A&524 82} ofof SHE F= FF 4
A Z=700] ATt A= AH= 2JorE d7He] FASME ol A8t of
Yzt EU AHHolA = 44 9] B Zgatet £4F 57 Aol A =183
o} S Alok9] i GA oA F41A QJFE(PIM)LE A== 2ol 11
OloFE9] 7 AF 7Fs S w5 Sl AFAtol Higt £4F 74
= Eol&ths Aot EMAS] A3 Al@s]7Hprogressive licens-
ing) =YY%= o]2|3t HjA oA o]FojZl Zolgt T 4= Tt 72)

Algte ZARE Z7]0] AlTES7HE stal Al $of A&l FAR R
TH= oto] G2 AlH57HE AERIsHAY A-35= 716t 419
T2 AF7H 02 ooREE Heohe Ao Al S5 Bk &
Ho| ek 23y A3 Aol A S Al SRlske A-54 §7t
of Hlsl ti=fdxtisrof QAT Al 7P o] SAkE = A2, A=A

K1

72) http://www.scripintelligence.com/policyregulation/UK-PM-to-urge-speedy-
adoption-of-flexible-drug-licensing-in-EU-347369 ©A4 2014. 7. 15. &
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of glet.

AAE Al & QA AAE 2ACE Sf7fstal 13t o Alof
ARZE QIAISHE E R, 419F9] AlT5]7F Hof HIs| Alws]7} Sofl= 724+
YA Sh= Aol A o= o of YA &= St} 7He A =A7F

= Aol A AR SAoIA f19E SF0ks FRRIUGAIE ] A7t
A BAE 7HAE S k. O Qo= A& Al#s]7Hprogressive
licensing)i= AI2FALOIA] E3717¢ A7 4 Ak A
3F& Al@s]7Hprogressive licensing) stoll A= z7]of wj¢- £ &
At RS iAo R AR 4 =T, pols SHek o Qe A=
A717%0] | 7FsgE Aol wWif- FotAle AS S-8&5fok st d&
o|t}.73)

Mo %O
i)

&
i
i
ot
i)
?
i —

H2ZE AIY T 2810 20 282 34

1. OAZH 7t A7flo] TeNT HiY
NOE7168 Astel Awstigt she FFAE AF WY St
AR Fol SAZA Wolok AZHY ol Al AF E Au AT

e 5 Uk 5 F AE W golok 55 olo] £ AHE A
3 A19)27149] WolA7lo] 23 A9 JEe vk AL AF E

’

rlr (=

A2 7N o] T2 BrkE B F5
o] S FRY R4S TS, A4R71%9) AL, Wohx) 3
7h g FoI2R] HYS BHATIE o] he 2 BAL 74 o]

73) SCRIP. 2014. 6. 13. %9 A=



ot 19H Ao 2= ol #HS A9 mT]&e SEARETE of
Yzt s71g = 2 g RV R SRkl AL 2419 Hi# O
6}1%?1 AL Aot

< 501 9=7|&9] Alws|7tet 57|EB7HHTA), Hdgo] 2%
Z2o] Ao F=sh= Wbl it ¥o] ZA S7Iski=t 1 il
+ ol SH9 o7t ek, AA, AES7PF oY w07t HA] Y=
857t 43l ‘Q"“O}Eﬂ/ﬂ o|= 79| AAIL} Lol thsl| B AR}
A}, A 559 HAol SV = &4l Fo1dd £4]0]
o AZAE 4 /?J'OHLHL 2] A7 37k BEoiA e
To2%8s s 91t Q=mr1eH7HHTA)S] 840 & 7
A 7] wiZoltt. AR, 24T FoAlo] F7ISHHA AlEE e
HollA s7igd=3t Q27]EH7HHTA), 39 274 £2E 719] dgo o
St #halo] S7I37] wiZolth. YA, A 2] 7Ho] Rt ARruAlo]
A} 40| BE&2 Tt Q14]o] 371871 WiiZelth (Fr g nsdal 2012).

2. Z71H QAAH 7t AA g
7l F

S A= oJoFETt o7 7]7]9] AlEe]7HE '@ohe TGASE 32
AAA 7roll AALE @Ee] glo] o]FojX|AL Qit}. A A3
A NS AASH] Ao TGA ¢ PBS(Pharmaceutical Benefit

Scheme)Q} 874 3F8H4 AL A7 95 AHA} n|g)lL 744 4= Qi)
20114 1€5E TGAY oJekE sl7HIFAE Xﬂ 3k o] % oL A|H

74) Fronsdal 2012.
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il

ojgt: 7|Y2 AFEFIAHE U (PBAC)O Fol A4 E AT &
ATk IFAN TGA HE7IZIO] 9714, SJFEFoA2$1€3](PBAC)
AEZ|IZ0] 4701¥ AHZolEE TGASl ZHAol UA FFFHoz
ARTG(Australian Register of Therapeutic Goods)°ll SA=7] A7t
A QJFEFAAHEA U] (PBAC)Y ANl et 2782 /MR &
=

ol=7]71e} BANAE S7Ig=T FoIdT 11 FE F/E
AAZE o]FojA L Yt TGA QJ=7]7] d7Hil%o] o]FofX]
PDC(Prostheses and Devices Committee)?l| AFs-2 02 1 X|7}
o ol=et B2 Q=717 S7HIAPE o]FolA= Bl FoldARE
Zl

i fE ool

Lt FHLICH

7HUthi= Health Canada?} 9J2FE3} 9571719 AlHS|7HE @3S

, A19F 51717} o] Foj 2 A kAol NOC(Notice of Compliance)&
23ttt CADTHE =576 %87HE AAlste] 2 A F#HH S 4|29
T8 QoE SR Fojo] Tl HE B ZF FolA= A
A7 Fol gt 127} o] FolHLt.

S|7PEAe} Q7 |E 7t A P2 2008 AHAIYZ Bl Al
AL A Q)& (priority drugs)& 414 2]eF&(breakthrough
drugs) = Common Drug Review(CDR) S}l 4] 9]2F= ZgHof 250
T g olE AT & Sl AoRECE St sid ojerEe

A|OFAF= NOC o] o]l CADTHO] ©]57]4%7h 4142 & 4 itk A%



Atof|A] Health Canada®t CADTHE FE 375 B9 A4S HoS
DRI Yo7t ARZ[FkS WAl ol=e FHTA= A-ARY o]
o= A&EA o™, 20099 79 o]F A A= AlHS|7E} o] Foi|
7] 90¢ Aol Y=57]sH7HE 28T 4 AUk HH FAAA = NOC

] an-Canadian Oncology Drug Review Process(pCODR)]|

Ch A9

A9d9] Medical Products Agency(MPA)= 2]eFE2] 5]71e} 1A
£ g5}l Dental and Pharmaceutical Benefits Agency(TLV)+=
=7} oJekEFo](Pharmaceutical Benefit Scheme)ollA19] o1& 2
Aol= =X X Z o},

MPA= A°FS]ALY] oJokE 7ida} #HASte] ARE(nonbinding ad-
vice)& AlFfL ¥ TLV= 183t ZET380] gigiet. 200949 9
~20109 649 5% MPAS}H TLVE] 35 ARET|E ATHARRI0] A1
Rt ol AP 8- oy} = 7] #e] W Eo] Higt o]
o oA FXI5H| et FHA oA o]FoiF Tt A|Ak= ZF 713
HEO] AES olaL ZF 713 Yol 5H2A o g =97} o] FojFTh. 11
AT 2F GHE 9% v|"S 5h7] Ao = 7]Ho] I Hof =95
A 7HATE AHARIONA 123]9] gt r]go] o]Fofjom Tx
EHAS o] Ao HriEQlet. 185te] 20119 5E MPALHT
Aoz I= Hf—(Joint advice)& AAISH= H & HtA
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or Of=

"= FDA= 9ofs B 2=7]719 AlBs|7HE '3stal CMSE A
28 9oFE 9] AJAA B-aA(clinical effectiveness)S 75t HT
Aol B HgAle|=o A9 goig AARI. F 7|3 20109 6¢¥
MOUE Aldste] JE /5 Aot 2 53tk 20109 9¥oll= Al
WH7F & Fo7RY] A28 7|7k IS5 fste] Qw7704 FA]
AEE 93 AIMS LRSI 2011 102 AlHARI o] 7HAI=E9l o
AZE 5A7HA ] Q]2 7] 7] 0] thsto] AP WA 0 2 AlYstaint.

Sl S Geiur o} BU ©e19] QA7) T 2ol
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OJkE 5|7}17]14-)1 EMAE 419k A]35]7F & EPAR(European Public
Assessment Report)E @7sto] 51713t Alekol| 33t 2514 7Kg}
< SU0sttt. EMASQ} EUnetHTA(European network for HTA)&=
EPAR®] W-8Z 7ll4ste] EU 3]¥9=9] Q=77 2450 9JofE9]
A4 23S Brloks H Ewol HES 5H7] sf 20109 2¥FH
gt EPARY 718 g0l EUnetHTA®WF opJz}
MEDEV(Medicine Evaluation Committee), ESIP(European Social
Health Insurance Forum) 5°] 974 AAstF 1L 1of what 20104
EPAR ®E&3 0] /8= 3l
HAE FAoA= "dAE 855 F=olA AR HARIT &
FEo| F7HE U=, o7 ATARIY A4, ¢
A7 5ol el Kok QA ohR Stk E "R O
£ FEE F7HE o SRpAF o] B Aol
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ESF EUnetHTAE 9JeFEo] A4 a3dH7Hrelative effective-
ness assessment; REA)E 91t 70| E8iQ1& 7idsHHAl EMA 2 A|2F
Aot oM BtEUAE FAdsto] AlRANIS AAISHIE EUnetHTA=
7ho|EgiRl& o]&sto] A&t REAVL ©o]F0jA= AS HIEE IR
H, o]= & Al°Fe] 57k AlHol Blu ATy B7H} o] FojA|= Aot

o o

AHAIRE E3] EUnetHTAS] REA o] Alg) 7Hsaiths AL 3

L.

75) Schofield 1. (2004. 6. 26). EU project boosts role of regulatory in health
technology assessment. SCRIP.



160 dolg7|so| =Qint sHito] 5t HHEA

Fitt. EMA®} EUnetHTA:= 9|=7]48 71 H2of| EPAR7} B -85

e
A8 % QS 3] ol Be ALk ek,

AL &=

FEYEt A= Am]ee] A7 ol % AAEY T 27
o] 284N EEA717] fet AlETE 2T AAIE.
59 FE3717F dEd Fol A%
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ok, ZF AR HA0] HE 7S WAsH] goH
o]
AA

the Aol WA B8RS 7% AlEety & 4
3. oA 7+ iAle] BAm

SI7HAL 9727 ]eB7) Jodd oA e JoAE Es Al
o7 Z7] @Al UARE A =L} 7 G4, J8A A9 A&7
d e SHOA F83 gelE 7H & ok =7PEE o]Foi7l 419
F271e9] R0l Bt A dAlE 1] dAle F= 20109 A%
& sto] Zs] A= Q= QloRE2] 571 E Helgo]et aste] ¥
A Aol AZIEAL Qm7|7IW A Rk Ads] #EEn
(Henshall et al 2011).

o5& =AY} HHE JAHEA 1] A= Al 7HA] Ao = o]
FolAHgt}t (Henshall et al 2011). AAl= ZF AREA ] 23t A4
874 5ol I3 FEE T/5h= Aotk ASH o= AlHs|7t A2
MM WIATHNA H12K(placebo)dt ¥l et HG¥ 85
= AESH:= ° 8l 5o 243 g0lA= AR E@GNA o Al

FA|9} v wSF YAA S-a A (effectiveness)T} H[-EETA 5 HAE
T}, o|epo] ZF SArEA TA A= L HAo] wEt A= HE AR
EStaL A RALIA EEO] ARE Q7SI WEbA A RARE 2t
Aloll 2= A=E W& FHlsfjof & Bt ofye} 7 QA 7|
A ohE AR I o A HEH X5E E-8ot7] olditt. Z+ 9
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W37 e )m716%7t 9 Fol A% WA Holrked, 7t ot
4 9 k0] AAE Edtel s AR SaEy] do] omrlen7t &
o WA oz & A FouK HA| AE7|7HS GEsT 2

407 Alelw7lgo] Ao Ak A8e A71E Aol
AAE 7162 AzA ] tet Fote AEL AT A4S 24
She Zlolth Yubow Aloke] 7ML A
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gt ARAAE oJR1eE7 B Bt HETel B dACME 5
2 9t B 7MY 243} gmY|$W7 B BalFelxAo] A=
Aot B0 ARG AT 1P AHsI] 4T olEE YU %
olct. xﬂaw— o] oAAAZA O] B U]HE B ANARE
S o 41:11 % SI°% S £ ARG 21, 2

=A| 97 7]eH71es] AHEH(HTAI Policy Forum)olA& Al
7t Q=718 7E J9 23 1H] AAONA o & Y2o= T



S AABFAL Tt (Henshall et al 2011).

- TAIRA, RV H7IRE], FoiRA EAtet AR tiFe] Ho
= F|tig}st] 918l oA AFdslioF gt

- SRR AR, dA7RE AL Q=718 7E Fol gl tigt =9l
AS ol dart olon, ti59] W2 AlZto] alz{Efoof gttt

- BE i olsigAMAE 159 /AT ofsfjof wsto] A2 £
Skar 7] ofof Bttt

- A 2 5of 7H2] YEo] A5 08 FFE ook ShA|R, ZF &
nldo] EHs] th=1l FA0 tigt 8= o= T1of whEh AT
7HE gtoy o] diidolA AlQlE= A9k Artks s 489
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20119~2012 &< FollA A5 HE FoiAKMEA) &

Z 2AF 23 d(75%)7F AP Bl 28S 2 AR AL

= Uehg A9 B Aol 7MY derAQl FEdS & 5

obgofollAl Y FF el WAlS Lol ol&dhs =7k ZRA, o]
of

EHe A% 732 AR d5AEA A #HE FoA
(MEA)Q] 39%E A}A| 5ttt (Ferrario & Kanavos 2013). AR&3F-2F7F
A A= vl A= 20068 Y=o A AlgSolTh
AAH =2 7HA]of] AT Ho] E AEo|gh= FFo] Aot o2
T Eola #ejE FoiAKMEA)S] 552 5o & d4d aabd 4
H-&R ] 59 7HXE B7ste] QArdAS vhA Uig= A7|ehiA]
(outcome-based agreement) Eth= Ax} g B350 A|g)o] theg

=
ARG Be] WAlo] Z71sk k.7

Felsl FoIACKMEA] 5 WA 992 A4 Tahy 9/ 1)
A B A B | 91

5 72 et 3, sk AIKE B9 Foig S8t ane] ¥
3t HlolHE F7H 0% SIS slo] A A4
A AT Bz Folo] tie SAbE S thal Uje)
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E0| AL BEAY ASL ARSte] Bl B A A

mlo
&
i
ot
-
N

N

77) What does the future hold for managed entry agreements? SCRIP 2014.
March 7th. pp.19-20.



+A9 B4 T Y TEE FoARMEA) = I, A9,
g, oleigolA Al Fo] B2, & Fo1284 BHgollA BlER
IHE AEShH= =7tol|A] o] B2 #ejH FolAHMEA)E 485
Aol Sltt. ml=r WigA ool A= A7 7]&ol st FoE 5183
HA DAY S A2 kol JFAIFA ARESH= 90
Folokes A AL 2AF Fo(conditional coverage with evi-
dence development; CED) A=5 A|g¥s}aL Qi 13y uj=9] =4
ik 22478 Fol(CED)= 5999 57141 2A 8= AAIskL A
g, B7He] Autel 7o tis] A|ofAte} AloFstA = b=t (Neumann
et al. 2011) .

SHuEre] A9 2014978 AP35 APEEA E= 275 A

(outcome-based agreement)d} AA7|Ht

) -lN rr

=] 1 R 1(f1r1ar1ce based
I 5 A g4
(outcome-based agreement)©] ©]of sfFH}. 1 2jof 20109 715
Aok AHIIALAO A 2k} 918} HHAl 0 & A= E HBlslHA, 2A7 &
FES G oJokzol sl 57 2A AleE 2o =E IR s
5183t Ak o] F-Fof sigEH
A7 148F A2Koutcome-based agreement)°] FHS SAHOE &
tHEL 2] 1099 0] A Al ol A ofofl thgt 7T Ak 7] HA{olA]
AT} F=2 20008 d = PP sks ARAIE BIRESH] FAAl 5
CHFSE oF=of tis o] A& A-8shHA ol= gt AohAlo] Higt =4
A TS Yol+= o 3 9 v)H o, NICE(National Institute
for Health and Care Excellence)°ll 4] Patient Access Schemes
25} o] % holz} 7o Thaat A 7|8 Aokl o 2 AskelT 9]} 78)

agreement)S HT I35l o,
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of F 49l o] WS ABLH ANE AZolo] AWASHe 2AOR A
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+ Aol etgsto] 285171
0|=2] LAYAE Z:ﬁ FO(CED)x Al3gollA ofEfgo] UElETh
ZolA A== =d, HolE 4 R HE, A3 &
;Q’HO] Xﬂ tyylth 449 Holg= © F A9 AleolA A
A EHoZ /\}Q-El v} it} tiFE o2 Aol A= A5A R AlE
A] 5351t (Neumann et al. 2011).
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Ch 5y AR 2

welg FolAHMEA)Y] Al WA 92 Foldo] =Y Alofo] 4
A ALGHIES St A drIE 9] Ik BA 0w Fof T Alok

78) SCRIP 2014. 3. 7. 99| A&
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Be 7] AZRAAA DolAl chket Fele] Bl FolAHMEA)
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el AR, RAHOE AL AYAS A A A% 7
ofol] oJgt 98 Te] AIE ol 1A} sk FFol F7ksta ek,
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A}, 1 83 o] % F skt BelE FolAHMEA)] SRR of
R B Aol U2 ] DEolek Ferraro &

Kanavos 2013). o]83t E8A 2= EAl= Fd3 JH 9 F8E o
A Eal ARHo R T&E]% FAKMEA)Q] YA o]PA sh= 8
A8 A8 4 Qloh

T3 ¥ E FoiAHMEA) Aldo] B35t o k= H] o] A7
E=t 53] 2AY EAAY T E Sl 571 A #AE 20 = o
+= AHMEA)NA 1=fstet. Neumann 5+ (2011) ﬁﬁﬂ] g} upA] o]

(outcome-based) YFEEAC T3t AZ7HA 9] AHEE B4 =
] 5 AP ol FEdoF & ZHIAE ARt =d, (1) A4
St AETH DA =2 A9 8, (2) HF2H] AolA A =2 Te] A

o} Wl 2%, (3) HRI|EA|AE Soltt. o] S 4lote] Fojo] Wt 91
BgAoko] o240 gt 2ol AL ojgith 74519 of
w AA7E AokAel ARl 9He AR B|WT 4 QA S,
g2 e 98-S EutelA Bk oS50 Alekte] A9 A4le) Alok

o] 1= FAE AGAIE MFolAET obet A A=dgoA
A 7S AE HUA| o 7o it Eifé}oﬂ 3 =

LA H o2} 0}‘33}5 et Fojd 7|48 AL Fojg Yol 74
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HE A 9HA Hr}.80

A77]HEe(outcome-based) FAISHMEA)C] Aleko] tfgh 2kx}o]
27| o€ 7Fs5HA sk Hl =&0] "k Aol tisiAs dudes
o7t HojQl= Holok., 18y BejH FoAKMEA)°] EA 9 EE
< st dl =Ro] HU=Ttol tishA], Z1=]al A|2fAte] F4le
£ AZst=Ale doiAs &7 @ =Holdth (Ferrario &
Kanavos 2013). stHOo 2 Fe|d FoJAI2HMEA)C] AH|FALR stolF
Hz 7149 27548 ok AL dHs|FT u|F o HHA HAS
71 5= A st 2 YAS AHth= 0] ATt (Stafinski et al.
2010). 28 AlE 7HdolA A GA 9] 83 FEZ Al T2 o]
A7l A, AzAe] vF dEFol tigt B4 gAS Ueid &

At (McCabe et al. 2009).

A7) 9] 713_‘3_; £ 4 Hojx A& 753t vl
A2 MdEls ks A9 ExB Aozt BEAE 74]*’4—?— 7?’5-_1- 2o
2 olAg. oo wet FolA oA T FofAKMEA)S] 7id
¥ F QA2 o A3 A Aot} LE|a A o] Htolzt 24 Shof A
Al o] {7t Hl-GH I HAsstalat & Aolth. S XF7HA] T
H FolA°HMEA)2] S5°] 278K outcome-based) A {4 A
A2 A 718K(finance-based) Al W41 2] H|F0] Fobxl A wizkr}
A2, FFok 7|9 finance-based) ¥4]9] AFo] A5 =1 At
7|8Houtcome-based)2] e H FoIAHMEA)} &2l FE= &
olQl= 7Fs/do] o (Neumann et al. 2011). ZZ AT A 0] B84
d AIE i85t Ysto] ol o] S a5ty U HolE &
A J99Z248S A HE Z87F = Aeole ARk
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(outcome-based) #&|H FIAKMEA)C] 43| oJu] = AEZE

A5k g Aot} (Ferrario & Kanavos 2013).

HaE Ho=71E2| AlE =Y 01 XHE7}
1. 7IE QlR7I=0| XEItol JHERt SF i

B9 goA A= 7HAI7E SR M M2 7] 44,
g, vl gadgel Bt ZAE B At A=mrleB7el IE
R AL o] FF ottt HARAA B HEES ¥
o Ao&7e] =Y ARE 2Hshe HHoA urledrte 8
S AL o]0l diet e FHe ASHT.

olo] Hsf 7|&9 dmrle2 Mze Adrrled Z2 B7HE AAA

o

2

=)

AERt H7E AXA] Al gt 3 AL AR E AL Qi 8RF ofy 2
m7l&H7IE AA Az =AU sHE = Agto] AUHEA =Y
= BFAA] QA3 M=L ZA7F 45 0] B7HE & Ut 7]
& 7|0l Higt of2Ijt Q14]o] SAtEHA], 7|E Y 57]&S AB7Fsto]
H G| ALY H]EaTdo] B2 7o Hisides A FUS A4
T SHohL Hoh aipAo]1l Bl aiAQl thE 7|&o FUT 5 A
L& st AAZE Easiths o disid: s3e] A A
(Elshaug et al. 2009; CHERE 2010, p.10).
olgigt WZol|A 2|7 7|&AH7Hhealth technology reassess-
ment; HTR)} th33t Zo] Ao &= Qlek: “HAo w4 A4 &4 A

& 3 7Ied] A, ARlA, 214, AAIA a3 27 71Hske] 3



7Vohe Aoz A i 7|&3 vlwsto] 11 7]&9] 2] AR 93t 4

£ AlZsk= A" (Noseworthy & Clement 2012). 9&27|&x|H7}
(HTR)ZH= €071 7I& 7ol 23S 9 Zol=hd, 1 dyt= ¢Agst
= BA9mAEe Fdol #et Ao S HWE &ol7t AR
(disinvestment)o]tt. oA H]-gof| vl A7 o|5(health gain)©]
PAY HorA aa2 HAomAY 7t o] FolAA] Y=thal WSt
+ FEohe HAYRTe2 R H YrAdS FRAoR B g1l 4
dlote Y= Wtk FAE]S(disinvestment)= 354 2E H
Ay B HEaHEE 7 dmrlem A1) AlE] 2 A FARS
Oh= 3 2351t} X184 (disinvestment)+ ‘H]-8-29] o5& <I8]
Hojo] Qe Yrled THE JAY S 2U|sk= rationing¥t 7id
g OJ-ofA A s] tt2tt EAFS|4(disinvestment)= H| 1A Q1 7]
&S Aoz Fu|7t ZFAEI ueba o] HFHt (Blshaug
et al. 2009).

MgAez ow7|EAB7HHTR) = =71 S oA AAE 4= Q1AL 4]
o &9 9 7| SN E AAE 4 ek AR o= TejoA
P77} o] FolA =7k B mAA o] Hl == T} ’pAo] ofsf

AAE Aolc}.

24E
NP7 flste] 71e2 HESH= A2 A =

o} AR, YAA AE(routine review)E2A], o] AL A=, &9l

Az pEE ol W2 79 Ve AN FAAIZIAL =& 7

219 71& AHE-E A5 A S gHt 959 AS FHATE A

HZ 3t} 24, £ AE(ad hoc review)Z2A], 0|22 A

A7E R o AFH oz E= JY3] A FAL ST TSt 7]

S gofl= AL H3 2 3} (Henshall & Schuller 2012). ©o]={gt
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9 271&E7HHTR) =33l whzt o]Fo1d 4= Q= A7 _1'5_%1 T4 9
APEEL AR 919 W e AR
= 4= Ut} (Leggett et al. 2012).

2. 71E 2|5l TWEIt

olm7]&B7He] &9 Aol = 7S YR A e A
ZolA 571 E7HHTR)O thet #ilo] SHhaitar A=l A=
£ sttt 12 AT A F7HA] Zbaol| Al o] FofXl =7 |eAE7HHTR)
Ay &5 &, =787l B3t 9| 85 Zdojy =
HES QL A7 AREERe] EEA vk 181 AE7E i Ve
A7gsto] w7]&B7HHTR)ZE ool At stejete thy o g
FASHdisinvestment)7HA] o]ofX]= A2 A it & FAST
(disinvestment) AA| &A= &5 A3Fo] 3loH, 53] 7|&
9] H&gitgo] drt= olfE FEAGH(disinvestment)Fl+= F=
=35| =&t (CHERE 2010, p.21; Noseworthy & Clement 2012).

olm7|eH7FE S8 JAHER S AAZE A =2 A=m7lsA BTt
(HTR) A E Ax&oz Axd AL AZFT) 2006 245
= NICE 2A9E7|&AB7HHTR)Y] 455 FoI5t%lal, NICE: 7]
=571 AR ¢E, 7ol =l AlA|2] o g o] o]& 485t
At} 71 ZF=E NICE= ‘Do not do” B2 2 s}o] ARE51A] Hotof
& E= 7 A 957 800970 E AAISHAH. NICES] HE-2
oj# et AR My} Hilof =M HAE AolA 1 Hiro wt F
AFHdisinvestment)©] LrtLt oA o] R A =A]= A HoA A
Skt (CHERE 2010, p.15; Leggett et al. 2012).



it

om7|&d] BT BALB7E AA H2E =Yt 7= =7
SAE7HHTR)A thet B R4S It A X9 7129 =]+
B7F 245 ol-&sto] AP7HE FFEoU AAZ o]Fold wT|&
AF7HHTR) Ev= FA5HHdisinvestment)2] A= A9 gitt. oJoF

EFF9AEHYI(PBAC)S 2006EHE FARSHH(disinvestment)Oll
Wt OJorE AEE & o %oy g == A2 o HE Qitk o= A
H|AAFELIFI(MSAC)S 9571 E7HHTR)E 357 f1gt 34
AQl HMefo] glon, Mzf om7]E B7HY] 4871 Wol 7]E& 7|&9]
AH7HE D Tkt Aol BESt Aoltt. oo X AF= 2009
W AZEE Fo EE(Medicare Benefits Schedule)oll 9= 715
AEIAE AHESH] 8 29 52t 9308 @& HAYskoith. 18l
A1 oA w57 B Y] RS AAstal &5& X HE
Qo T3 IS WA= 55k} (Blshaug et al. 2009; CHERE
2010, p.19; Leggett et al. 2012).

AHRIEZ om7|&AB7HHTR)S] 4840 et HE 482 7L 3l
1, 770 9857 1EB7tRA S 270 AQERAA, AYAohY] o=7]&

7FRA0| A =7 |&NE7HHTR) AxFE =Ystnt. HAT A9 9
=271 7}22](Basue Office for HTA; OSTEBA)OIA+ =m7|&A
B7HHTR) dAtol] H8&T 4= LT 7Fo]=2kRI(Guideline for Not
Funding Technology: GuNET)= 7H&st v} Qlt} (Leggett et al.
2012).

2 9dlof A= ol771&% 7124 (Swedish Council on Technology
Assessment in Health Care: SBU)9| AF2 9=7]&H7HHTR)7}
tﬂ/‘]ﬂcﬂ UoH, =& 7hs/gdo] AU 719 ARGl tigt BUHE LHE

TSttt SBUw 2 =37]e9] Ayt 37}, A 2
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—
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1z

ko)

< BN 9=7]EAB7HHTR) &5 913 B AQtsHA|
%f‘:]r (Leggett et al. 2012).

A RARE 1999d EHA U3 (Transparency Committee)
E]f‘f}oﬂ = 715A 2JoFEo diste] Agte] 5=t A4 axt
SHLE ok 7RIS AW7Iet v ok 1999~200149 &< F
¥3)= B7HE AAIsHe] 84071 oFl His gole= RFES of
11, 83571 ofof| sl o] HFoIA AAlstES HaLskIth g AAlE
Hargk 8357 2kofl tisfAl= 20039 MHB7HE Aldste] FHEHoR
32271 2F°] 2003~2008'9 &%t FolE=ol A AHA| = At (Henshall &
Schuller 2012).

u]=2 1978 DHHS W NCHCT(National Center for Health
Care Technology)o] AMZL F= 7|&9 9g7|&9 K84
(usefulness)S H7}oteE AThS Hojslal 4unt 2] 9] ojAtat 20
o] 1S A Y5HATh 28t NCHCTS] Hg2 1982714 |at R4
U=Hl, T8 olFE YRAIAZRE S vt 9 PR ¥itA| 55
gliZol2h= A4l At

—?—ﬂ‘/}aﬂf il

(Y

-y
19“:‘ 52

oZ: fjo

_]

o
3

ARBA A 71E 7142 AH ks 7o) njels]
o1 A €2, ofOHE SO A EALIHE SR A 71
57 olokEo] AWIE AR G2 AR A £ A}

A7 QI olefet ABe et SAEl] Aol A Satel R4S A
Blstel gol eiRg AWk Al AP 7143 BA% A
814 o] 5 vkt BAC) 49U 4 Yee T HolFdek. AW B4
9 olgigolE sk Seutehe ojzulgol wA 4ata U
£35] Hlgo] Aol FrjEI Ui 5 HAYRIAY B4 TeY
wh 712 71%0] et Am7ke] W o] Wi rhn & 4 9tk

=
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3. 7IE 2l=7l=s MGool Eet 0F

71E olmrl&el AW A2 oBrlee Briske o) s 2
A 7R 2717} Al o= SR Eo] gome e ogE olat

e QAN JAR 0w QYIS FASkaL 1 Aol wEt BT
(disinvestment) 2.2 o]Zojul= AL 4A] gt}
7|0l 4t TitEH A fBA T vlEaydo] Bt %747}

p

FE5HEete 1A 9 AN 8= HolX= $40] Atk Eet 7e= A
3900 T2 a8 8 SR BE SO 4715, ol
< 1719 AR E°1AY A A ¥ St Aol s i
o 7FsAdo] - At (Noseworthy & Clement, 2012). £3] JAH
w7F2 71R1e A= dE SAAISHL 7]E9] Mz gt ©Zo]
FgElo] ATt olE 71E9] YIS st AT A 85t
ARt T10f ¥iete AT diside Adstal F A5EA et

(Scott & Elshaug 2013).

THoF oH 7]&o] AZFeE BARE-S Z7HA AL QlofA] AlgollA] ElEE o
of & Am9 AL 7I ZeR =g Foe FASH
(disinvestment)2] Z7°] 433’_ At omgaAt, AlE iR &

Aol A OJX%‘ = 0111‘4 4‘11 U YA
=9 o, 7]&9 AFEOE U Hols g
A o EASHdisinvestment)o]l 3 JAFATE S WE]7] o ofF
AL} & 7HR7F F2 (low-value) 71&S A5t A £US 5
g THIIES APk Aol 7€ YmTIed Awrtet FAsH

(disinvestment)9] AP} A BT ]= o]HL Folt} (Henshall
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il

& Schuller 2012; Scott & Elshaug 2013).

M2 71e9l B9olls IAE wlistaz} sk A7 QA=
sto] 45408 AL upAR JE AT 7| 7| doiA=
] s ZAE uhs |7t o8 o Utk 7]so] It HYSA

Ao A S QQAAIES AAlsHE Aol o1 AUst Hlo]
=7
o

S W fo
kS o

B ALAL Shi= ol sgARAE A gAl H & 710l HHsf
TAR B AEATE UAA QAR 7|45 Zoljof shal o
2 A= HEE B9 Y
(disinvestment)& F=73ljof gttt T A7 F AL o]st IS ¢
SH| 3 vkt ZARLE} FESHA| 20l B8 A A FES 9
F7]e87tol et P8A AHd2 M2 Am7|EB87 47l d=sof
Qlt} (Elshaug et al. 2009).

ojz|gt ol# RO R 7|E 7|& BTt TR
WA glhs] o] foj2| 1L glon AAAl HH S
< HE FRE0] UA gt I-oE Estl 71E Ve Ak
olmAHe] mastet o7 o] A 4 SHoAN FHHor FEI] AF
Skal A4 Aggo] o] FoiXoF & Aot}

71& 9=71&9] AE7t= (1) $E7|& A9 (identification), (2)
A&A38t  (prioritization), (3) ®7F (evaluation). (4) Al
(implementation), (5) =YE ¥ (monitoring) 2] T4l GAZE Us 5
Uk WA AP7E o] d et SH s 2 FUke] SAeHE
Holgt o, AY71E AA|ste] EXEH(disinvestment)S T3
183 EASHH(disinvestment)©ll &3 23S X YE 3} (Leggett
et al. 2012).

71E 71e9 AB7EE HsiA= E3EQ1 A5AA AdelA delHE
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FHste AAE 15010 71 ARG Aol Bt HlolHE A&HF 2
& EAT o qlojof gttt o]AE AW i FHE7eE etstr] ¢
A8 ol EASTH(disinvestment) ©|F ¥R} AZFAL:
(health outcomes)E B7Io17] YA 422l Qlxato|t,

AP 7o A EASH(disinvestment) .2 0|0 A& IS EHA QL
Al FR517] YoM = 2t oA YRS oiAZIaL 278 A
Foll tisiA= B Z3ARtE GARREAIA 8ol o] FofA{of gttt
E71€H7HHTA)ZF 1%%0], 71&71<9 AB7telA= 71e9 AHRl4,
g4, HA SHS 1oty HHQmA A nA= JF= A4 sfoF
tF. 3 £ASH(disinvestment)©] o] Fo]XItt stete 4 Shat
A= 11 71&= A& AMSSte Aol Agstdntd 14 7FssHAl st
U tieke i siF= Ax 23kt (Henshall & Schuller 2012).
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71&9] 3t ZokrA drrlee APHst 5 AAeE I A
w2 AR, 1 Ay A2 uAEY edRle 7Ed 9=
714s0] 23] JfetE] 2 9ok, JfdtE QF7]|&L HAQ RO HAA E
43 =7He] HAgAA L 449 9FS oA A A et
o] dojut}t AR} AP A0 7 vriisk= B A AR A 97 7]
=9 =¥} gt ’&‘EHL At Ao o] AT 23] 2o 7} Rt

gw71Ed] A AU =714 245 Hedl, st Q=77

719] Hiske] kA, %ﬁf‘é 7HE AR ABS7EE W Aled 71
= AlAZR R 4 d ARE ARFEoT 123l 35ole Wktole
=7H AFEAAAE AT M2 w7l 3o o5& 2
goh= AHEA o] o] FoiXith. AlHS7I7F YA ARE HIEF O
ypoba ks WE|al FUT 710l disf = 7tel whet oAb o] A9
ERR|A] o= Ao g, AFEAAANA Fo AFE 25 A
w7z 7R of et Al 84, ARS|H 84 5 ohdet 81l
< 1o HER F o E5tal =7y o 24 WE o At
w0l 240l Tt Al TS 24 =719 mAA 5 A=A 2gof whet
OhEA HAA Ao H HAolw 279 Hstol wet Ak oA #st
A ol= FEIUSIAE R =, AFEANA Y QofE, o=
7171, Q|28 9lol thet Fo 2% 7140l ZA7F LIHIL oH ARAA
A oy 9 AGEY AR AR Mze dwnrled 55 59 &4 #st
o Y woHA Fo] 2 ALe] sy} 23] o] Foj A1 QlTt.
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7} AAAIE & o7 7]7]0 A 9] YAFAH|AL 0|23t AA sl g

AR Fo 2FME 4A9mrled] EdE SAske Axrt
20009H] 25E Aoz SHE=T, AFEANM Fofshodle

TAZF SEHA o AR A7 Qe $5EE A BAIRA omA
ZRE7F &2 710 digt AEEES $3 BElE FoiA42F(managed
entry agreement) 40| 7ol 117} AlQ|7 7] 7fdto] F7loH
A vl-gaIgoly A Foll "It ZA7E EFHARE ARl A &

7

o & 3-8t 7 -SRI S Y Y A T Aol ThE
vl-g-2 4F dH5tke 5 A9S EEoke Fo'g4ol gdi= o . ¢
gluEtel A= 2014 AR =A7E e 7T FAAL, SlAES |
JOE AEEEAIETT EYE o] AR AlEol| st Al¥= AL A

o e =Y A4S A AH S50 thE oA o]l 74X1
AL Qe A ot Q=Tlel AW ol Y& rleo] A =Y
g o 5 @L <€ S8l B7HE W 2710 AEHE R0 tE
T oH =2 7]go] Sl weE 7€ Y1ee] A A7 Hst
g = 910, «E’J] o] Aol = o]F &4 7|7ho] At Folle
H717t dasitt. Bot AH7HE AARE Fole I 23 2t Ve A
£2] ¥gp7} o] Foi Ao st Aol A 9] sl 3-8 Zl
HoAM o] 2ol tisiA e thA] Fdst= Aol Basitt.

A7l dogo] disire A=rleq /=S +P9okl AdEA
AAE =7HECIM dAlZ S5kl Lo =9 Ale & WA A4
7HE ARt At S 71eolal Unh ORAE RS FEE &
o oju] ARE FRU 7lee A7k Aol golstAle o, A¥7He
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_
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on, Mz 71ed] A =Y olF o83 ghitof it XYEFolut

71E 71&9] A7k e F okttt

=3] Fevets RALAATT o] UA AL FAHE 71
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Ato] FLQIHA doluil Qlgolle dF met A2 Qreli= AAo]
ot ojA2Z FEuEte] SmH|go] HEA A5l e 8o AL
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