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Fculizumab LAY Opzh EMA RS 486,000
C1 esterase inhibitor RUY EHES oY 487,000
Alglucosidase alfa =S 575,000

Xtz : Cohen JP & Felix A, (2014). Are payers treating orphan drugs differently”? Journal of Market Access & Health Policy, 2:23513.

3. 3|7 2|0l 2ot 2l=2]

71, BlFoIokZol Ct Sixte| M SRS oI5 H

-3
ol
fol

. Ustoz S0l 12 olorEnl OKPIKIZ Tk AZEEAMC] S0 7F0 ufef
}elo] Z0f o1 & o

SFAClRES S Wee] o FHE, HARA vE Fo] Byoz
Fo] 71540l 2 Holut 71%2] Fol BHAANA Fol Aol ARE 4 glom, of
729 T 2 ulg Bk AL SJoRE ALl ARk W 5 S

O

» X[ S|HeHEO AIY TIY0| A S7tstn H y
FHAAIAM SHUdZo 20 & e/t AEE for Eeo| AXIet Bd= d+'etil /s
O ZefA Al ofgfe], WMY|o|, 5 52 AT 7FEA] AU AR
A2 B ejefEolojk ARl SAtol Al & Hastokal QAL sHtkels -
Z]% 135S 3ho] A QRS = Q= A7) ufeEo] 918
ek ATU(Temporary authorization for use) Al=S E6k0] AT 71 A] e
Olokz o] thal] SxfHE Frlslo] AZFES Ao x| Yst
o
A

2 et

A2 wrofdidel obd BlF|efofEo] Hs FAER HEsto] F3AdE S5

= oldiele SFIelekES Ealsto] ABs ks A k2 A8l Sfefel s Fondo
ATFA 5% Fund(A|F7]¢19] oH&u)9] 528 24)E Bo s e HEste] 23t

=

Hr

e

3) Habl C & Bachner F. (2011). Initial Investigation to Assess the Feasibility of a Coordinated System to Access Orphan Medicines. EMINTET,



s|7lolorzo] Jhg HET 2o HM S

oo

Lt,

— W7lofl&= A7 of]Ako.2 Special Solidarity FundE B 2AJ510], Al#s] 715 %]
SRSIAL 7174 FHIEIA] 9k 17} SIFISlefEe] ALG U534
- 3= AR 94
H-§- 21144 9] 7]
rletol 2l
0 Y=o 237 2oFE (ultra—orphan drugs)ol? st G ojHo] IS Edsial
AisHA s17] §Yske] 2013 4¥HE Highly Specialised Technologies(HST) AA}&
npAsal =7 9w 7)€% 724191 NICE(National Institute for Health and Care
Excellence)ol] 71 &7 X}l
— HST Aol o 7140] B W msael o) Aol A o, U4
3bel 18k 2] 2, A A, A AR, A Ao 1 B
saoll MR FEF & L s FRIbE sojabge sl 449
o AFEWNEE BFATA; Tz W78 OJoRE S =017 fIske] wol Bt
41% H7slar ghake] A A AR-S $15F Al A e el
— 2014 AFEWE XY 9w 7]&H 7229l SMC(Scottish Medicines Consortium)+=
Z3]7Agt 9l WAk ofofRo] ol BrollA hAkel 137 ofdE o aes)
9]5}0] Patient and Clinician Engagement(PACE) system= =13t
—  SMCoJA HiLsFA] b2 ofofsgolet altete YA} Aol A Hasirtal HHsh=
748-0] = New Medicines Fund(#|2F7)9S £l 24)5 S5t AR LS AT 4= Q1S

Fo 2 LLSDP(Life Saving Drugs Programs)E ,
= 504 Joto] o] ARE FHeleRRe] vES SAEHE

R4
=
i

S EaEet

o]I

siF{olorzo| T Hug 9ist A

- O
o SFQAF2 M2 o] Xz U7t ot AMARN 22450 o7tEH, CHAIAZ Sie
SN 20 Xg A7 2EE0 LAA 2k HI8saHE0]| dhet 2747t HtiAe = E%Eé.*
O Zlglo|% uf- vt sufEo] Ho)EH]of u|x|= ¢Jeko] AHRE Al 9of AATl
TAE S3st0] WA 0 A4S BN Pare] 2
 AA| FlEAEolN SHedEe satdol| 2ot 2HE AAMeE 35t Hotsty| flet
ZIINES I(reglstry) T=0] 5716t U=
o 20149 19 @A 43 ol 641712 3|94t g AER}F L= 9l
- % MBIl S AR, AT SR AL 4071 §9 Ahele) dlx s
— YALEL = A 5A7F A SOl AW R F4l - slf Aghe] wsto] =5t
—  OFEY PR AEY = tiE), ¢4 5 7|l RSk AR A Ao e
SAA 7 el g
O ZefA Hl7lof oleje] 52 JAATS NEsh= AFAHY EYAS skl YEYNA
M= YA O YAAELE 550 7 S Ag A AEL 7 FPE AL QF
4) =2 B7OIUE =0 Z 3| (ulra-orphank] JHES AHESIR o] o1 5% & & 152l RYES onjE
5) NICE (2013). Interim Process and Methods of the Highly Specialised Technologies Programme.,
6) Schofield I. (2015. 5. 29.). Drugs for rare and end—of—life conditions get Scottish cash boost. SCRIP.
7) EUCERD. (2014). 2014 Report on the State of the Art of Rare Disease Activities in Europe. p.47.



HZA - 2X| Issue & Focus

==l e
ZatA SIAL ofolg, eltsty g5, Zet S0|MY, f=xE g, tTHE, Eor 3 Ldor ey
T SE, O8N S8 4= 22 7S At MY 3 MY Hel B S Ate
" SRt Oto|C|, QTSI M, XRME U oA BE, EE B4 MY TTY, A, 2tx}
2710 = o] Atat
[ ha o
SEE eIxpotold, Qlrety FE, Y, HY, EHHE, 2= S 2L, XM=tz 88 X3
Abe, A

. SIHOIME AKBO| MEN, BN BNS Yot HA

= SlHYEE A HAl| &Gste ef= Algs HE

2Rt 2X 5 o
LM 9012 0|1 X7 ATIE =0(7] 5t HRA JiQlnt 2e| 7t WREt
O SRS A 7 oA F5TE EAl Aok HAYSe] sl deAlA] oot
A @A|o] ARgol A o] A Aat AEo] 27

A
O 3B|oJoFE2 v avt= ko] oFfu] WAy gubyp S Bl opufg} AA o] vjz]=
QaFo]l A ARAL Qo] BEA |8 A& B0 2|54 gHE] 93k AR HEFol
Q3%

o mer, s 2del olde] Y

=
—5‘:]7494@_1-?;’20] Zﬁﬂ]— uj) _L.:LE]EE O}J—l ?V]\%S)
N

—  EZefie gke) A A sl oot AE: AAlE S Sl AT T ske o
— HETE=EE golefne] AR ol Al sl Aeke] Ar Aol = Awo
A S QRS she 2718 Hofaly| s g
(# 3) =714 3|HEe 2 27HXIE T2 =272 & (49l 7H)
=5
72
EEs = AT QI Olef2l” |dE2A=? | AQHl | ==glo| | Hot3
PN E=Rye] i
s |f7|'_ 131 50~60 78 215 8 18 10 100—-120
M=
FL1 OERIE X Fel xigE 2) UFRes 71t xIFE Te oy Ee oLl B) o ags Uy
Atz EUCERD. (2014). 2014 R« on State of the Art of Rare Disease Activities in Eur

8) Denis A, Mergaert L, Fostier C, Cleemput I, Simoens S. (2010). A comparative study of European rare disease and orphan drug
markets. Health Policy, 97, pp.173—179.



" 5|70t 428 REE| Uste] EAL HOIRHIS FOIL LS KB XS

o Ul wWtAle]l @ R AE 1 s olekme] Zlel dlato] Bhxte] o5
S| olobE ALES olAatel Y A GaleliA Lo fze] Moluwt 5o

— A7} 5 oRE(EHeleorE Eob)of| tisto] Bl EEe] MY =2 (g
25~33%) tier 45 A-g3= A7t WS

— 20104 1,6207 =5 wtjAo] TFED AHFolokE &
D prescription drug plan)2] o] 4 g elekE 9571 & T6717F Aol gt 7Y

Zalof|lA] tier 4 QI HES 48005

O 3| ofE; &2 7F E4:0)0R A2 Aleksty] fiske] vl=re] HEHolA =
AL AR Aol ®gAke] AR 5Ql(prior authorization)& WHes shAL gh4} o
AH-EES Al (quantity limit)al= BAL &2 7H9lskar 9l
— 20109 1,6207] =9 HcjA|o] TtED AwlojokE Zdll(stand—alone Medicare

Part D prescription drug plan)® ¢ thAd sl ook 957 5 807171 Aojx=
ok 7 ERlol A AR SR, 567 ofefssol Aol 3F 7 EMolA] AR Al
A-gHkors

—~
(@)
a
o
=}
T
)
=
]
=
@
=
)
=2
Q
o
=
@
o
o
=
jn

= 17t 3[HOUES Aoz Qe M BEE 2stety| ot MufHe=z XUl thA|
OIfZo| A EE M=M=z &ef =6t Us
O 29 117F ek Hio| e oJokFo|n, oA A|Ee 53 wraef uet
A Fol dfjFst= Hol @AM e (biosimilar) 2] 7HRo] o]Fof 27| & g Hio] @ A
AFO & A7} o]0l - ofgl Feto] AE 4= oy, tA|7FsAdel eiA =
o] F=H apglof| A 25| TojE|R] korom A FHt AARE 540k TAY
O 20159 Yewtt, =87 dATE ookE Y w7 s eAke] Q1A
stof| Al e ejxd Hio] @ oJokES Hio| QAW Y2 tAot= A& AA] E= 5]8gtrial
E
=12 87 ol A vloleAld Y tiAI7sAdS HEtsEaL, 1371 FrollA HskE =
Y. AT dAVFsAEE HER o83 fEkrel o8k, FDAZF thAl7FsdS 1A
74 of=toll A tfal|al 4= 9lom oJAl= i E AHak 4= Qlokar g
O T+ QofE wolo A&7t A S 3= 201569 548 "PBS Access and
Sustainability Package /5 Wa}HA, PBACS™ dito] ufe} of=tofA] vlo] QAW
A7} 7Bt e ARRS Yol etsele

O
s

9) Institute of Medicine. Rare Diseases and Orphan Products: Accelerating Research and Development, Washington (DC). National
Academic Press. 2010, p.184-197.

Schofield I. (2015, 6. 5.). Boost for biosimilar switching as Finns add their backing. SCRIP.

Barry F. (2015, 4. 3.). Utah passes biosimilar substitution law. BioPharma—Reporter,
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13) Schofield I. (2015, 6. 5.). Australian medicines access package includes biosimilar substitution, price cuts. SCRIP.
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