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HE 12001-2016 X7F HUYZ otEFE HIE ZE fldl HF7H Az LY

Type of measure Instances of use,
no. (%)

TRIPS flexibility

Compulsory licence 48 (27.3)

Public noncommercial use (government use) licence 52 (29.5)

Least-developed countries pharmaceutical transition measure 40 (22.7)

Parallel importation 1(0.6)

Research exception 3(1.7)

Non-patent-related measure

Declaration of no patent in territory 26 (14.8)

Import authorization without reference to patent status 6 (3.4)

Total 176 (100.0)

EX : FM't Hoen et al. (2018)

Son and Lee(2017)0] MEX 1995E 2 H 2014E7X| 2771 I7t0M LR AAHES
1084 AESIQUCE ZHHAHES 50 X R J7tECH OfAlof, SE0O| R 7tz 25|
XY % ot=e2[7t ItolM XpFE AZE[QUACH SOtH2|ZF 2700 M 87el Al=gt
1709 |3 =70 349 Al=7t JUYJ=O Hlsh OfA|or 87H=0lME= 4379
AZ=7b AR, S0 R FrlES XY eM=0Me 2849 A7t JUA/UL,
otZz|7t 107 =0 Me 26742 A7t UJUCHE 2]. E2tE, A= Alof, HotzZz|7}
352, BE 5 4 HEF2 ZHAUAEES 10 3 O A=D, ofI==2, FfLict,

Yo olAlOt=  ZtZ 48 O A=FLCH ETH oE FE0Me ZH HI|Ee

MEE 574(4.6%)% QUCtsE ME FZFo{ofstCt. FHLICIeb QIE=2F ZFZF 3744 2AS
AMEstg =0, EHg, 0=, Z2ct HZE SS9 =7to oIdEZ F&ot7| st
Zi0| At
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B 2 X8 ZHAAMA A S
Africa Attempts Asia Attempts Latin America Attempts Others Attempts
South Africa 11 naonesi 13 srazi’ 16 Canada 5
Cameroon 3 Thailand 10 Ecuador 7 for export (3)
Mozambique 3 ndia 8 Peru 2 United States 3
Zambia 3 for export (2) Argentina 1 Italy 3
Egypt 1 vialavsii 4 Chile 1
Eritrea 1 China 3 Dominican 1

Republic
Ghana 1 South Korea 3
Guinea 1 Taiwan 1
Swaziland 1 Vietnam 1
Zimbabwe 1
10 countries 26 8 countries 43 6 countries 28 3 countries 11
=13
41 AHEA 20|

551 ERAts HM3XOA, 2EEEIE T2 SE I7H0M QSEQl MUE HEES
Mz S Eofg = UAs 2o|dAE 2o = Ut Ol XA 20 (Voluntary
licensing)Ol2tx otCt. O|F &30l E3 EfXAts MUE 2fZF Eof 7tA0 Chst
sHES 7AY = Y1, E5 Xl 2E HES ZO[HM ATOUM A%=E ALE
tsd= =2 = ALk IAM ofojl= Xz HES 0|7 {8 53 E/A7t
Hot=Ze| 7t = xE 22 =79 HMUE AAXHO|A ofz{Pt F™l THE
SOIRUQICE APEE B YU ASIIHFOl Chet HEE QG ols AXHel ofoE
7ta oI5t ZutMO|X| QL= ZAOICH MARAEES B2 Qeigiz HASE
HHE 20 QUCH 2|7t o Fe|OJAlOF At M &, XX Ql B E FOs{oF &
OFXI2Y = 2E7EK] A[ZEE R[HA|Z|L, Z0HK] Mz e=z XHH BHHHE g
HXE2 FIHE THED, O XEH HHE 4850 HHMAHAH S° TRIPS
FAdo A2 Hotstn UL HAvtdezE XEH = FF MA vE239
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45 X 6 XA (Paragraph 6 System)
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AKX MUE Mz=ZH 170070 oldel M, L= HMfs|Aso| 0o[s0] AN
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O|erE 7hZ0| 1989t 1990 ALO| 54% B I7tSIRACHF. M. Abbott & Reichman,
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JdH0E =795 Farmanguinhos? ARVs2| CHE = HAYHS2 2AAF

5210 A/UCE OlT AFAEE2 XN FEE Yo H=x IHO| g0l API 35
FAof olESHOF W}CH XF I= YH JHY BEEo=z= ARVE Yust= O
Zast APIOl 90 % O|&ol oz 8l =2 7|40 M 33ERJACHOrsi, Hasenclever,
Fialho, Tigre, & Coriat, 2003). A2{L} Farmanguinhos® 29| 2IZt AP A= £

82 efavirenz, nelfinavir@ lopinavir 52| 2 MCH ARVE Z&st0] CHAsH ARV
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PPPYE Q518 22 QTYCH Ee o KUY o%E JtHY djoR LMo

2 0lS ol LHEC NOHEE ZYDCHBate and Boateng 2007).
200549 0{= zidovudine, lamivudinedt efavirenz2 TM8E= Xz ZTT0| 7t% 4|

o

ANEE|= (47%) 1XF ARV X2 RHO0|ILCt. (Ruiz et al., 2011).

Urias(2015)= ARV ©O|SFZ 0| Cjst Eat&o| 7tz HAto| T3h 147 ojmACE

HAMoH, MHEE ooAE=1A, 2A, 3B 2| 50 A efavirenzO CHEF MoH2t
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Merck&Co.Zt2| 7tA ©d 242 S 0 gd= UM 449 ooaE=oM=
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Drug MNE Year Outcome A Price
1A Efavirenz Merck & Co. (USA) 2001 Discount -59%
1B Nelfinavir Roche (Switzerland) 2001 Discount -41%
2A  Efavirenz Merck & Co. (USA) 2003 Discount -24%
gp  Lopinavir + Abbotlabs(USA) 5503 Discount 13%

Ritonavir
2C  Nelfinavir Roche (Switzerland) 2003 Discount -10%
3a  Lopinavir 4 Abbot Labs (USA) 2005 Discount -46%

Ritonavir
3B  Efavirenz Merck & Co. (USA) 2005 Status Quo 0%
3C Tenofovir Gilead (USA) 2005 Discount -51%
4 Atazanavir BMS (USA) 2006 Discount -7%
5 Efavirenz Merck & Co. (USA) 2006 CL -62%
6 Tenofovir Gilead (USA) 2008 Discount -14%
7 Tenofovir Gilead (USA) 2008 Discount -22%
8A  Atazanavir Merck & Co. (USA) 2010 VL/Discount -8%
8B Raltegravir BMS (USA) 2010 VL/ Discount -28%

Key: CL = Compulsory License; VL = Voluntary License

ZE X : Urias (2015)
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57 YO ENO HXMAAH

B, B MM, JHZ molZ Hey] A% YHMAUAY AVS SR HE

EH oM ZMEAIA Helds =HESHA & 0| "Ea2tE ZE"0l2t RECL
5= 19999 MUEo w2t Bol el MUE =T ARvsS| WX s
ZdE8s 27t Arg AE2=z2 MUE ARvse| Wi sHS AA SHAIZAC

20014 ARVEl 63%=  HXO|A MAMEH HUYAo|YD 7%= +UH S

olofo|grt. HEtEe LHMAIE AHS S HHS o) 40-70%° OIS

TS = AU ARVs FOIOA D=t 1295 2 5+ A/ALCH(Nunn, 2009).

200599 7tA ®HE XAa

rot

o @ol o

Zutot k. 0|0 tenofovirdt
efavirenze ZHAA|IHO| CHAO| EZ[RUCt Tenofovire Gilead?t XM=&t Z=7| &0l
ojetoz Qs ZA ™S CHaOo| E[X| ZER, efavirenzll d2 A Q= EIEX
ECE Merck2HH &0 2= A2 AMOjsio], Z57 342 st ZXMAAIHZS
LAHSHA ERUCH =7t ofol= Z2 MOl X[HZHItsHEE, AHUYE AEZ XEH2
518517 sl ZHAEAHZS FO0lgt O|R0|7|= StCt MUY 2 B (Generic Law) 9.787

(1999)1t &, 2Z|X[Ed 2lefEuel 4=y 5538 YIS0 HUl" 2ffEe

Ao it MRIHdES EIUCHShadlen & Fonseca, 2013).

Merck7t 7}4E2 2 %04 &0

rir
|

A ARst 2, 2007 H 4 27 & 3HHQ
H Iz ASH 230 2N 52 MA(Ministerial Ordinance 886)0] LEE|J}SH, 1
CHSoll ZAAAHS LESHE {5 - (Presidential decree) 61080 2007 58 7Y

f

o
[e)3

HHE(MoH)0 M HHEE|UCH Luiz Indcio Lula da Silva OiE8d2 33 0|YE ¢
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efavirenzZ MAA|HZ F 05t

rir

gao M3otEAM, "2/l AED 2|9l AY

]

AOjOf M, RE/E PE

o &

o

=5 O0toF otCh 2l Bf S CH(Cherian, 2016).

7HE 2 =2 MY A2l FarmanguinosE =7t O0|= EZ o] HIAAX QI

g + Us HIE EULC FHEAH

g

22 HU 2 efavirenzZ ¢ %L A
HIHHEtX Ol ZAA 7tssiH 537t f2siCh 48 = ZHE| HE2 E2lE EHE7L
X|2diof st 2o FOf 7tA9 15%%UCt EHEE WHOZREH XUl X = Ao

CHst AP Q33 i 7l X HHOF T UNICEFEREH Hgf XYe

rio
fjo

ZACHUNICASS, 2008). 2007d 78, MUlg HEl 330272 600mg efavirenzZt

f

Mg +YERACE 2009 H HX| Y0 A[ZE HAHX| F 2,700 T 600mg ZH 7t
7HO| HZ WX 20 XA #YEAL, 200mg A = £ HX| =20 A

aAEct 32 %oz AL ACHDa Silva, Hallal, & Guimaraes, 2012).

58 E&

EetEe ZH B3 ZAls 0l 5% PhRMAZEREHO 2/ UHZ =dj

2

Ct.
1998 12€, PhRMAE 0O/ S4 L[HHEF(United States Trade Representative,
USTR)O & 'Special 301'0| EgtEZ O/ ZAl FSF(the US Watch List)2 &2
XNYS=E ¥ 19 =, PhRMAE E2tEQ| HoEQl X 1jitd 230
245t A Y HH HEIXM(National Trade Estimate Report on Foreign Trade
Barriers, NTE)Ol =TtS X Z7|3CH 20008 2&0|&E, PhRMA= USTRO| 2000
'Special 301" O|= ZA| ZF(the US Watch List)0o| E2tH S MHS2 HAlGEE

¥ 2=, 2000 58 12 USTRE 'Special 3012 ZAl 55§ I7t0| =22tEg
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MEMCE 2001F = USTRS HetEo| E5E  Hes=xo| ®5t6 WTO 74

SHZ 7|7 (WTO Dispute Settlement Body)0l £XME H7|stn WTO 278 AL

|l
il

= UL U MA ooz 230 Solst AES Alflet 22 Qg 2F¥H

0Q
o0
|0

Z O=22 0|E EH3ZIMCHLove, 2007; Nunn, 2009; Urias, 2015).

satEel EAR(MoH)= 2007 HEH 2012 @7X|  efavirenz HUlE <
TYUCZ 58 %, OI9 19 490t @b ZFL|QACtn EaSHACH HUHE 2fF2
M0 Q= H=YH(Ranbaxy labs, Aurobindo pharma)ZFEH ZHEQYD 0|F 5
7ol =i 7|2l FarManguinhos-Rio, LaFepe-Pernambuco, Globequimica, Cristalia
2 NortecE S HX|0AM H=EQUCHLago & Costa, 2009). SLHOIA A= KU 2
offE= A+ H UNY HE, CHE I7I2REHS APl Y 2ELE, S3 EIts
Z7to Chst FdH Sz Qs +=¢ MU ECH 7tA0| &=UCHMeiners, Sagaon-

Teyssier, Hasenclever, & Moatti, 2011).

BHR0 M=, 2008 Cf4 X 198HH F 984 %7t =7t Oo|=2 T2

otof =ZEAN &2l S E HAF 52

>
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39
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19

75%2| X7} efavirenzE
ALt 1A X2 Q¥S 2tct 2007HEEH 2012 YR efavirenz2 X2t

gxte] £ 72,816 YoM 96,944 Yoz FZIHAMCL 20159  ANVISA(Agencia

rk

Nacional de Vigilancia Sanitaria)= &3 7|& HiZ& stocrin, fiocruz, efavirenz|

o 200 ZhAHo XEME Mele 7t o

rot

tE 285N ZHAAE2 20124
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Dilma Rousef CH&™O| <olsf AAMEJ}2D 201730 Tt E O HO[YLCHCherian,

2016).
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Sofdite rgElHez ol Jtseh of #er el 2¥S SE HOorofstrt
Meaz= 32 "HES 245 55 2RAMA XK= sior &S FAstn UACEH
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principle)2| =X Tl(exhaustion)O Z735t0f HdH =2 FFoct He4g2

ESHUM "HE E3 At2(Government Use)'2l 8O00MO "HEO HE"E

2003 | O[Al0F BFE= Eof M= MESIH FF 53 AE(Government
Use)S 9I3H TIBIS kst X OfA|Of Z7t7b E|QUCH A Y22 Chst SMZH

HA A 8 ES A8 (Government Use))=2 12{5t0 CHE F&H FXto O

8 E35 AtE(Government Use) A B 3| 7t(authorization)=, % HA A
HAA(clini)WlM  AFESHZ| 2[5t §3 &2 g Y EEZ HOolg{A XN Es
ARVs(Ofo|= X[ZA)e| Hulzl HHEZ Q= 2[AQl Cipla22H %35t 20 CHst

A O QAL

Ministry of Domestic Trade and Consumer Affairs (DTCA)25E AZT, DDI,

Combivire AIDSX|EX +=¢2 7F 2yD, Ol 2003 11& 1€EH 28E¢

& ES A& (Government Use) d{7t= Ministry of Health (MoH)E5FH

A ZE}D M= DTCAZRREH ZZEQULCH 2002E 118 MOHZE ZH O|A|OF LK ZHof
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MEet E0M0 MEE, MoHE E¥ YO I32 0|ds 25t EQ= 3=

RO HEO| AT =+ UttD Aot Syl =0 mal, MUlE HESl ofol=

O ZatZ, ofE XY X2 HEO HA2 HE ES ALE2(Government Use)2
AFESEHZ| MRl 2001 AFE 2004E7HX|e] FHoZ ZASIAL, Ol OF2fo| HO|A

g+ L

4

#2 5 T olAof: FRo £F A U MUY E +U M2 AT UEFE ARV HE Hn

Treatment 2001 price for | 2004 price for | 2004 price Percentage
patented ARV | patented ARV | for generic ARV | of cost
(USS) (USS) (USS) reduction

Stavudine + 261.44 197.10 45.32 83%

didanosine +

nevirapine

Combination of 362.63 136.34 115.14 68%

zidovudine and

lamivudine +

efavirenz

=X: MoH, Malaysia

ot JtX| 2%E =E=To| ZL(stavudine + didanosine + nevirapine), OiE ZHXtE

Nz HE2 22Xg8 %= 7142 0= 261 Z20M HMul" <= 7t#¢ Dl=t

A

ASEHE|{ 2, 83% ALt I CHE

12

£ =9 AL(zidovudine + lamivudine +

efavirenz), 0|2 36320 O/2t 115 = 68% &HASHRULCH

st ME ES Al2(Government Use)2 2, E3 AQX= Qo zZ|Xd
2O JHAZ EO{EZOF ¥, Ol [E 5]0AM & = AXO0| MIYSH XE HEZ9

a2 O[ofRCt
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HE&9 27|XQ HAZE, MoHE X2E ELE o= EC B2 AMEHEA F&

N2g HMSst7l AHAE. ofHo=, Fd& XNEs =22 HEE 2HXof|A T

r

ZtsRULE £, MoHO| M2, FF E H EdX(cinidAM X= Jtse

rtot

FRbE 1500 01A 4000B 22 Z7HstAULCt.

20049 63, MoHE= d&F HZRES Sot0, =& HMUEH 2efEsS MY

A ESHCH 2004 6¥Y 6Y, A

I
0
i
rlo
ro
H-|
=2
x
|0
19
e
mjo
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o
rot
ot
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fot
Pal

X2 H|80| RM12000A RM200-22022 Ztast Zio|2t HEYCH "W 7tHo=
HM= 15002 X=X o2 2Z|= HOL 40002 &XAE X=zg = US

AL CE"(The Star, 7 June 2004).

FA O HEO =3, 2 o|Alof Lfof HIV ZYEXZL 59,0000, O F
6000 CH0| HE HJANA =& X2E 210 JASM, AIDSE THE = = AEfQ

HIV-2’d 40008 & 1500800 X|2E 21 UAR/UACHSunday Star, 4 July 2004).

MOHE &3 EfXAA S8 7K 4% 2+ +=xz= HMAH2L, 2006 23

Al

dm
0

8 2RSS o MOE 24 HTOl BAMS X YYD =aE9nt

6.6 BATNA ZHCH

6.6.1 At& XNl 2to]Hdl

Gilead= 2014 4, Z2|O|A|O}E sofosbuvird] CHst XA 2ho|MlA  CH A A

HelAldn, FReto| Frizto Zx 714 "goas AARn 12 2A (MU E
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o 4% 0|z 300 ®2 dE)0 Csi O/=t 12,000 =2 O[stel =Ao=
2 o+ SUCh SHRACE HYE ZtA2 Oithsol Y OIAIOF ARSI =7tel 24

ool #MeIE HOMe ZtAOIULE. AEHEl FHHE YA RS, 7t €O

2WstRA2a 2 ZO[A|0t= EHE C{ero] Rt

6.6.2 O|ME HNUHE &t

e HFEEI|H2 sofosbuvir?t CHE DAAsE LCHE= E£F £330 Ofsto
S&H(inventiveness)t  EAld(novelty)Ol2t= TR ZH2 FFSIA RSIR/JACLD

FYSIH MAXNSE £3] 7 E(patent opposition)E A|ASIAULCH OL2JE[L;, EatE,

T, &, Ao, 23Z0l4, FE Y SHAM EHI AREJUCL HEE2

bu

HEE= sofosbuvirg F& =ZHE St UAR/UD, daclatasvirel velpatasvir®ll Lot

Ssz  EZFEHUC oz wEe =a

=

-

2, &=, O[fHE, <{3=O[LtoA

sofosbuvire] 2 £3 HME0 UM HOiStE ZatE THSO W CHWHO, 2018).

O|FESH 20| +uB FO| CH 7Y HIO|YAO R Hof YD THH, HEH
U ¥ So= nEWE Fvtol FEe MUY olGE MYHAH: MU DAAsE

DHE mofg ZEst "EXA s (political will)ol UAR/UCH Ol= AtHESO0| H U E

Zled dAE SO Setdez 0] %0 MzE2 A2 O

—_

LD £ OO o=

1]

of Zamol =HQ EFM(inventiveness)t &AM (novelty) 7|22 SFAIZ|X|

TRIPS=  S3E &7  flet ZI&  37t1XE  M@ch FHid(novelty),

S8 H(inventiveness), &YX HE&(industrial application). 2L} W™ 0|
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olES MY =+ AUAMUCE EA7L SQAHK YUAALE ZH HA|HO| HEE =7
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Y BIAMOIM 2 & AR/UACEH BHH, ZH HAES LSt =7t Medol what

2016 @ 4 &, H[F2 A L Y 7[2Q Drugs for Neglected Diseases
initiative (DNDi)2t O|HME M2 3 A9l Pharco Pharmaceuticals (Pharco)= 0|3} 300
=2 olstel 7tHAcE CcH UHEe RE AS Es 'RUEE XNEY = Us K=

ol = S Yo Ao 2o Ao MESHIAULE

tu

DNDi= Eofo[Alotet Ef=o| & REY A MMl X cd 7t o2

SEE& %9 sofosbuviret M2 %E FEQ ravidasvirel YEF00 CH AN
A S AIEMLE Ravidasvire € ol X229l &7[H TS US0H DAAs &

SFLEOICt Pharco”t O[FHEOAM 2Algt 34 @Y AlF0AM, FHA 485 72

SHXO| M ravidasvir?l sofosbuviret HE EOE M, X 100 %29 X288 EUCH

DNDi© Presidio Pharmaceuticals®E X425 % JIt A5 I7H0|AQ

ravidasvir®| LCH3F Z2IO|MAE ZEUMLCE Pharcos X2 DEY 0|3 30039
tdcz A AFE 28] DNDiIO  sofosbuvirlt ravidasvirl HE2 QBZ

ME5H7|2 S2MEt 0| 2T SUEH, N2 2o S fI5t0, Pharcoe A&
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g g oj=t 2942 Olstel &Y JtAS MFYSU|= e Lt
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MAXMc=Z oty Cc d ZtEo Zd=E 19 s5# M ¥ 5 &% 75 % U A5
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Z £ (Medicines Patent Pool, MPP)O| Z&L|1X} = EHAE(Ministry of
Health)o| w21 S&|@Xteto] 72 EAto] AIjst o[Zof O|=o{FCt HEol
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SAOf X[=zo st B2d2 =0l A2 UNO| 23 X% Jtset e

-

Z H(Sustainable Development Goals, SDG) S EO|Xt 2030E7tX| HiO|ZHAY

S
1%

= T8 3 Ed fde= Foti, 0l EXSH7| Y wWHO =H

i

EA ™M2F2016-2021)9 SHS Hotsittn: & £ QUCH”

22| O| Al OF7t
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= UEF oA 2 T2 O|AOt= M 2|x|0f AACE.

75



=

C
T

of

MHr
or

Of

2| O| A Ot

=18
=

CHE

Z OofAZL

ol

od
of!

Kk

m

—_

{0l
ot

Ul

ojn
)
<0
Jo!
I
o

[y,

i

SUSHAHLE My >

57t st

2 O|AIOt7} Gliead

ulu

B

M of 2| Ab2F

2l 9

== 37t

o3

HO|A|Ot=  Gilead 7}

oF
=

+2j| O] Al O Of

=

E|

ARZE ZelHel gt

DNDi2t 0]

—

—

Ct. o

b

—

.
o

A <f 8l of

on
ro
Ho

ol

jol
K

Ho

ol

ol

L

CHE

0|8 Al, 387 o

ARt BEEEO,

Of et EetX|H Gliead?t O|E HASHAHLL

.|

-
(i

A

<
ot

X
o

.|

4

A
=

Gliead2| =E2 O A7}
ot
1=

AN O

EI

Ol
ol

59

M2 jERE O| |

{1 F|SotEM Gliead S50 Zo

2f O| A O %

F

| 2l

ojn

KO
ol
JoI
Kr

-

KO

4

%0

HoO[AlOF %

2} A

Ct.

o2

T

O[HE MU= HF=|Atet

Al 2,

A
(<]
76

S AL
=

| JtAo=zo

bCt.

—

o

of| O] A Of

"
| 5t OF

=
T



6.8 HE

Yoo wE O|T2 ¥ MO HAS

rlo
ot
>

o X Ao S MostA 2 Aol
XXt  ZolAlopzt Z28E Helol=F YHES 7t 252 Z0[A|or7t

of ZHO| it O/= ZAl 5= (the US Watch List)0f S2t7tAH &

r
r
40

CH # 5 (United States Trade Representative, USTR)O =X & #g A2 HSHIALCE

=

‘weolAof FEE "INz HAMY o%EN oy HE S
A8 (Government Use)@ S ICh O ZX| MAIHO| SQIEICHE, 220|A|otoj

et gyds T JOIAE Oj= HMz=gHo
dES S0l gH® o=

CHE Li2tOME Heh d&o] Zdd £+ A4, ol oj=2 Hef A =
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Ral
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Of
rir
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1
ro
lo
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o
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R & D ZES I

OfstA|Z AO|L,

olg{gt 0|2 PhRMAE the 2018 Special 301 ReportOfAl Zr2{ O] A|O}7}

MA QI Lt2b(Priority Foreign Country)2 X|Z8EEE ¥, O/ FE7} O

4o

A of c

o
ot

Mo

M3t mapEol SzEe

&2 HS ZFSHCL"(PHRMA, 2018)
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oo tistod Dj=0of =2FE
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HIHE 7|7 Public Citizen2 ZXH AAHEES

MBSt =7t2E S=otH, ZHZAE &S0 S5

= SoloM 53 LIS R A8 e =7 55 ROHMEH AFE
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ol ™3l olfEs oY =+ A2n AME olm7|ar YO EOjof CHeh H{EHH

dElE ERg & UCthks = XHAYCL

6.9 Aqt

20178 11& 132 & O[A[of A 2|ALRl Pharmaniaga Logistics Sdn Bhd

19

(Pharmaniaga), O|&E X< 3|At QI Pharco Pharmaceuticals (Pharco) % H| 2|
A S JHE 7|22l Drugs for Neglected Diseases initiative (DNDi)& Z2{0|A|Ot9

33 F20AM MER Ccd g XNz 2¥E 0|3 300 o THOiSt= 20| Cist

L o|A|OF EHEQ} ZZOSZ DNDie UM PharcoOM HESE

2
e

sofosbuvir?t M2 2%E ZHEQl ravidasvirgs ZATA|A, & S™E X220 st ¢
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Consumerism)/t 2ot & £33 At&(Government Use)2 Al 7tst 7t42=
3T 24 HA WM O %e=zof FZO0| 7tsSHA BH7| #/5t0], sofosbuvirl|

MU g oletE =& 7tsotA st

20184E 32, sofosbuvirdt daclatasvirl 3ISIEE MZOo| 187 HE H0A

CHA o2 0|8 7JtsdA & QCH(sofosbuvire ZH  AA|ZEO ZEQdEHX|OH
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daclatasvire M Z=2[AL7} So{@= ZO|AOtOA HESHX| BER7] W20 ZH
2AIH0l ERIHX  HA, FFEIF 55 09E  fotol  Co[E  HijEHd(data
exclusivity) & FOIotX|  EXUALCE 55 FHO| gle= o JF= HUEH HHEQ

daclatasvirg & = QLCh.

Mz2 ofE 8 MUlE sofosbuvirg ALEotRAS M, ZtdB0| A= 2t ALt

A
HA

2t Bx BEOIM 97 %o XaEel srolx

rr
olo

(Sustained Virologic

of
o
fjo
L
3
n

Response, SVR)2 E L}t 2018 A 4, DNDi7} O|2{st &2

"2t TR 2D A2 A2 OfEFA SIEH 22l= 0if 280 ¥4 MES € =+

A= 7t0[CL d2Lt SAI0 Ol K29 X[& 7tsd BT 7tsd= 4S|OFStLt”

ILC 20180 A ZEE X4 EAEFOA DNDics CHYSH M™, 7hE3t AEf, HIV
SAl 4 % HCove Ol Xz =& 4dY 2 Zet 300 Yol HXtel HOIHE
BHFACE 0o AXEF2 O|HFE  KNL=2[Al  PharcoOl A MAHE,  sofosbuvir@t
ravidasvir2 7HZHO0| Q= 42 123, g0l JAes 42 0lE B fIstd

24F 7t X2 E LALL

A=, SVRE 97%(95% AZ|F7F 94.4-98.6)0 ZEHMCE ZHAH SHXO| 96%, HIV
SAl ZE 2Xo| 97%, 3 SHX 3YO A 97 %, Ol XERO LEE= THXLC

—

96 %7t °tX| | UL},

24 =0|Alz|o| CHHOIQ Pierre MendiharatehAl= O] AR E X|X|5tH, O A
LA "X2 SRSl LM 2= XSUKA ZtEstD, NESIH, ZE XL
0N M2 B89 KXz2E 7|Ct2{g7| IE0 O|= O CHEtst o|ct £

g ER HO|ZHA XN2E = XASHE XNz 207 A QfHE 2AS K
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A E EolFD oh 1994E9| oiEgsta =, 60%2 g2 M orgfel e+E FE
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rk

ez ot& 90% 2729 7|2Xel Hds Egses EH A te] ME=S M=

T =5t LCHCherian, 2016).

Mutuelles de santé 23 HZes 25 =F0 M2t XgztEl 2ARHIS

0|83t &= EFst= ¥

e
Ao
rx
r
L
mjo
>
rot
o
N
o
o
im
n
o
o
lo
i
™
Sl
>
HU
=

2™ 2007-20094 X|YAts| 7|8 AZ E™H(CBHNS EIELS A7 HHC
75%0| M 86%= F7tStCH THEIEQ {F-HEO| 3 %Q HIvVe 2L, dZd e

ofato 2 FEOl = Act 2ehhE ool Z7b Z2IYs EEHY AY

HL
0z

ot

Meo SYESH2EM HIVer ofol= Xt EEs X2z A[HUCE 2Lt AIDS

L

Z2O¥2 HIV X=20 Oz MNEN 2 HAe=z2 HFE 7|t +=THO| 81%

S7tte & 1a5 &g Hxot 432 AFRACH(Nsanzimana et al., 2015). & &

ojoj= Z7l& CH=H(the President's Emergency Plan for AIDS Relief, PEPFAR)Z2
2011 ENHA] A Z=HO| k= =X 92 %7t 8% ZH B0l ARTE FEE

BHUCHD H SR CHCherian 2016).

220h el of 9302t F &, 20 THO| ofjo[=0f HHERACE. 2007H A 1

o2 WEr MEED, ofojxol we AS ¥ & QA SO =2Yriol u

=S I YSAIZACE HIVeE ofoj= ZEez 2ol EXet &4, ooz MEe=z

oI5ty 1Oof7k & Oto7F 202t 0| HotALh 122z, FHo=z FHsteEl E2Ch=

gxsel #Es GZAIIR 359 IHES9

"ojo| £HO|LL HIYIMHO % FY Y we FHS UoIE 990| =AUt

82



ALCIHHE MUS D Ue HLTAIol 2o A% w3 HE oM o
Nye mMeals W0l FIE MCh £ 2@cto] EXZO| CheH CfE sHarm)
WE & ®e oMol mosH Zzgsn Zdmol oojx HI2 [

SAIZILE o] HZE ods & €Fe= £t Aol AL B RXHOA| - CHA

ERCel ofoj= 27l FHAEY 2z XNEHe=zR Q59 HE HEiE AL
ERC0= 623 & oA oF F J=of, Lek TH o ER0| 307H#O|UACt. 4003

—

g 138 oAt7t = Ol=at HWSHHE Ool= HEo| M2 =Xto|Ch oAtet HRO|
L)

FEH5L0], 2HAOA  SfOl e = CHE E2d MS0 AL, XS0

—

=& HEE7E @A @/ULE 22, E2AChs LRl Hed

et
oz
njo

FNNoZ HE7| A= MTStE olmet =R QT (Cotter, 2008).
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oF 250 E2etct mahofH 1578 E& RO 043 EE)2 g Aot MUY
Htol2{A X[EAQl 7tZHol A7t 88,261 F2{Ql S Zore M, xNul2 ofAE A=
=T 2tCto| fRRol 2AF0A o Xgs FEEHAYR JtHOoICH 2z(XE ¥
Htol2{A X|&2H 742 A7t 10,0002 W O =Ch 2008E@ & WHO= Abstzt

Olgfel or=2|7l0M X=ME ER2=2 St= AR & X2E #X 2ot B[&0| 58%0f
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OOt FYAUCHL 25 20¥E2 52 ERE0E Ao X2E & 5+ A oo
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ol
o
Q
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2010).
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AL E|IRAEE FHLICERE 2 2tete] A= 2003E 8E 30%€ FMBtE HMed HA(the

Paragraph 6 System)2| Z&ut 4F S HEHEY[0of HESH Arg7F & ZAO|Cf

JHLtCrel 22tChel A= LT Rl Rt #F glols =27ts;E Aol

o FHLCEel MulE  ofF A4 @AM ApotexZt ERCHY|  Apo-TriAvirs

OH
il
e,
rr
et

g2 %= dof 2 922 5712 StRACHChung, 2010)

7.3 M 6 XA (Paragraph 6 System) "B HAHLIE"

2 €8 125 =7t % Al g =d=s0 FSEHO UL 3 9

il
0.
[

oo
e FTtole APMA MM S2o| gich O ROl 1995 L ATl chet 2

TS HAIY S7tstE TRIPS wE2 BHEE ERI7F JU/UCE IO of 4o

27lss LEtE2 ZAH AHAIE AEY = /U7 MIOo|Ct £, diM 50| /Us
Li2to A 242 MASEX|] 2ot Ligto] =2 = JUEE ZX HHE HASsE A
S| 2| X| LrLY,

2001d9| TRIPS & 3F 20 ot Eg MAM= O EXME U™,
SHZMZ HMAISH| fIst =97t 23 HE O[O{MLCH MER ™2 200340
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ME ==, Ol wTOo 2E=s0A H4dst 35 E24 X7t A4 O
TUOAM die S50l gl WEEHIO ZH ZAE 850 42 =€ =+
USE B{7tsQICt HLEZHIM D25 F7 ZF S5F £ Utk O] W, Seshe
T7tb =25t =7h= o HAEZE AMOFStLt. O] o[YFS2 CHE A[FOML
o|%E JtAg HoEd £ U7 WEO, o JAABES MeTIE S Y| A
off d FXIS0| ALt

732 AH ArEE[=71?

SESHE LEHOF2 MAstE LieholN S3E QFwe ofgz ¥ mu o
M22 A2 HEoLh +=st= LiatoM E57F AZE XY, +=25t= LatoM=
QEEX HeLH, +28%s ‘282 ZH By HAE AYStHE E L 2006E 1t
200742 Ef=1t E2tEel FL7t o3 FRo £ oo, ¢Eof FLIt
FEXQ ofojct ko B2, BEE 2ME = U= 53 XM Sl= 427F O
2 6 Med HMA A0 cist ZES It &

Tmporting country
Product patented Product not patented
Exporting The new rules are used The new rules are used
country Product Both countries grant compulsory | Only exporting country
patented licences. grants a compulsory
licence.

The new rules are nor used The new rules are not used
Product not | The importing country grants a Regular import from any
patented “regular” compulsory licence for | manufacturer

import.

(The option used by Thailand

and Brazil)

Z7X : National Board of Trade (2008)

ERCH7E o ofoll st E37 AU=X= YASHX| YL, =ZXQ fLich=

E357t AL Bz, 20l A BHY AHAb "=z, HMedd T
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Y4 (Waiver Mechanism)'2 ZHLtCE 2|At7F 22tCHo]| HUE ojfEsS +Edts AS

57tst7| floto] Eavt M=

7.3.3 O{EAH ALESI=7}?

Megt MAE OE AEst= g0 CHSIO RMIS] Z|ssta QAL O M, HOk=

1

CtX OS2t A XH7F =2t E[0]0F St=0 hE

—

. OlE2 Y=t =M, =F F7t9

rk

&=, =772 /AL, 2|1 WTOO|L} National Board of Trade (2008)& 2|E0

O

18]

=0 =2 O AMOF ot CHASS CHEd 20| M=dtgich

1

27 Hed HA A YH

= Y=/ At TET/2IA

- TN 4ol =75

Of MAE o8 2=E WTOO| &a2{of &

- Hel=o B2 A<
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=
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oj
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=
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7.4 FWLtCE o|2kE © & M A(CAMR)

fLtct 2= 20033 8 30¥ HMed X A (the Paragraph 6 System) HE A Z,
FHLECE AJRI EFHQF OFZ2[ZF LHO| UN HIV/OIo|= SAel =0 i85t 2003
9F, JHLtCt ®etE MESta HY E=d=ar AHEl=m =0 ot ZH HHIE
S8RULCH 2004 E 5 &, LT MA FY7|F (WTO)Ql ZE2 BISH E3{ES

Mgt xxo| A= & StLi7F &= QUCE Of JiFet2 TRIPS EFO| et S5 A2

OF

P

rir
pav}
1o
Of
o
O

r
-
I
n
10

I =5

Of

S7tglol JHE =d=0 MUE 2efEs it

10
10

f& M MA (CAMR)OIM dE22tE ALt CAMR =2 E5{ ol UFE=2 J|LIC}

i
0F

H(Consolidated Statutes) 21 Z=O0f Zg X0 QUCH CAMR2 =2 ot7| st

BH HHE S Ml 47tX EAE BAotD A2n, LI HF of%F 782 C
M

0ct
o

Bz CAMR =5 8= HMZYM7t & 37t 4¥S st= CA

oI, EHE2(Health Canada)? A& HZF BHY FA(the therapeutic products

N
!

directorate of Health Canada)7t © & $tCH(Tsai, 2008).

CAMR2 TRIPS X H31Z9 WTO EZMAELCH O 7CH22 XN AN HAE
ZEX| 3 QUCH O|2 ol W EA=I MUZ MEYMEEEH B2 H TS 20 UCH
CAMRE| EXMo=E Qs 2tz O|F AMEst=0 Aol 4 H0| ZARLCLH TRIPSEHL
HXtete E2[, CAMRE2 ZHLCHE XX HSE wgwr| ™ol MUz LRt

b

am

o ERANEREEH BY F5S AEY AS 7L ApotexZt E4tStA; S

rir
00t

Hro|2{ AKX Of CHst EFE E{St M MY I AHGlaxoSmithKline, Shire %

Boehringer Ingelheim)= Apotex0 AtHH 20| AE X SSHA| RAULCH Apotexe=
CAMRO| 2} HMoF 2IAtet 1 d Old Y2 A=}XT d3SHA ZIULCE 2007 &

7 @ 20V wToO =7t HiY AR ME oJAME SEUS M, JiLittE O W
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S8 2Rt MBOZ 27T ApotexO] CHH ZX UABS LoFC E3 47
¢ 9%20| £ZE7| H, CAMRE Apotex0] 2Tt 0|9l9] CtE AB2 2]
4 RS2 LI Sl MUY o

FE ZET0 o Mt SEE HIots E

e

AIOJEE Bt ZAE 2F%CEH 2008 H =X Apotex= CAMPO Q70| [zt O]

HAO|EE BHZ=RACH Cotter 2008).

7.51963 H E35{H

EACes XHMMMAS OFs oz M FYol ZAXto|CH £3], 0 Ltgte
wToQ| 2[=0[0{ TRIPS O AMHL 2t F SHLO|CE EChs 2L,
201387t K| Z=fojM Fot Z|IFES TFE AR fIUCh SotZE|IFt Iite
2016 E7tX| 2| EZ0| Cist0o] E5 EZE Mg 7t ACH 2011d, SO0H=Z 2|7}
=7t §3% ¥ xo (PCT)Ol ZHYSR, orZ2[7t XY XFH I AHI|F

(ARIPO)S| 3| d=0| E|UACE ZELACHI7L CAMRO M2F oAES ¢

= =

2
mjo

M, of

1]

Lizte] EI8H2 1963 S8t O HotZ A|dstes A olsf X = ALt
1963d H2 23| TRIPS ©@™ S O|&SIX| 2AUACHNkomo, 2013).

\l
(@)}
o
02

ERCH At OlHOE HMed MAE A8t = AZ=S0| UYL ZE AR

HLILHE 8322 3= AIZSOI/ALL H HMe HERIFY ZZYU=2AAE
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(Médecins Sans Frontiéres, MSF)7} O{C|QIX] Ef&{X|X| %2 3t Lt2tE CHASHO 3t
A At QUCH 5 BWfe ZLERICH M BRI 2tCh7E wToo| MAE o8&t At
StChE SESE 200743 78 AIZEJACE MSFE ZtLbE 2008 7HX| National Board
of Trade2| 20| HEEE AKX SXE ELHX| LUCHNational Board of Trade,

2008).

HEE7|72 MSF7 ME2 H2 ZAE AYEZIZ 80, & HMZ 0] Hedt
AAEO| HMEE[QUCE 2004 H 12 &, FHLICH Z|AH Apotex= 3 Tl HIV/OO|=

[E=Ne)

oF=9Ql  zidovudine, lamivudine, nevirapine® Apo-TriAvir 2t=  (fixed-dose
combinations) <= StLtE2 TS0 Ao SMCH FHLiCol= 2o 2EHAE
E57t 970 U/UCE 9 7He] Lt E5{= otefat 0| At o] & Ul 7H= Glaxo
GroupO|, Wellcome FoundationOlA 5 7i, Shire BiochemO|A = 7§, Boehringer

Ingelheimd} Dr. Karl Thomae GmbH7} StLIE ARStD RJUCH H| b ZTHo| 24Z0|

FHLICHOl M= EXSHR] YU RUALCHHestermeyer 2007).

FHLtct Eslgol BEA12 g 1 2% ZT%(fixed-dose combinations) L4ES

SHX| temz JHEol R, 2005 @ 9 ol WEEUACEH LT SHEHO

H
n%t

2A1 HE2E zidovudine, lamivudine, nevirapine2| 1d 8% =Xg(fixed-dose
combinations)O| £3&{0f ZatE|QCE 2&F 13 =9l 2006 8&, Health Canada= Apo

TriAvir & 0OFEL

==

SMCE 2006 = 8 WAl Of 1HFO| ELHXA| QEOF, T BFLEC

U FFLX RUCH Apotex= FYUFO[ U7 MEO| ZHLCE ES{-o| IHE LA

+=S &7 Of2{YCH(Hestermeyer, 2007). MSF= 0|5 Z7Z, O[3t ZHO

dudoz M EVhsSIH E=3t dQioM  elget AME M&eh sfZEEO
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MSF= ZHLICHOIA ZX BolE = As Z7[sta ol o sHZFS FYoH|

Al 2F2HCH(National Board of Trade, 2008).

T HME, JtLe 5 LD HIFERI|Fel ¥EHES &%t0, MUE odES
F=25t= O Lot fE2 M8 o O QAME RO Ztutel =37+ 0]nt
SA0| AMotZz2|7t AM J3&H(Economic Community of West African States,
ECOWAS)S| XY =YPXtE M 0[o| 1 =HO|JCt 7Lt 2005 Hol i ZH|
W E YN =, 0|0 ot Aol URUCH Jtrtel HEOl HHEJAX T Heg

A A0 CHSE & E(notification)?t O 2 ¢l CH(National Board of Trade, 2008).

obH, Apotex= CAMR2| EXt &o 270 mal, SHBXA XX 2fojdA

o2 2HAULE Shire Pharma, Glaxo Welcome % Boehringer Ingelheim2 dig

ofn
10
Ot
4°]
n
]
L]
-
Ha
rin
Am
ot
[}
A
i
rlo
>
©
2_
(0]
x
1o
0
H
Bl
1o
il
Ofn
N
e}
[
1o
o
tal
S
2

XAr=0] AHMS0] DA YLt FQISHA T, o[EMoz HYS

>
©

(@]

S
(0]

x

rir
Jm
oF
>

XGAZ| Tt FHUCE Apotexs 2007 E 9 & 20 € EE X=ZO0AM O[HA

-

FYotULE. "B= GSKet Shiree HAIH2=2 HSHA] EUAKXZ CAMRE =Zfot

XS DE HKEZ RAGBA, AHRE AN

=2
of
i
4
Rl
82

oD HYH

Z0|C}. Boehringer Ingelheim HE2H TH5{E F2{= ZTHIE T3 ot UK HPCt”

20l HEg =, Apotexe= FE=S T ZH HAAS S FHLIC

ESH2E ZUCHRimmer, 2008). Apotex= Ol2{et &2 HYstn JiLct HEE
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MEMS Zdo|04, 2007 ¥ 9 & 20 ¥, ZX DQHE LoHEQUCE

ot

F=IESKe)

= = —

SOl Al Atz N B E ®X| ZIULE

rir

d=2, CAMZt FIt HXANE 2+%t=, H FE
Z%(non-assert clauses)2 2 CHA E[R/FCt 2007 H 108 7HLICHE WTOO| Z X T
202t Apo TriAvirE E2LCH| === 2AEE SEYCL Apotex= 2008 H 5

MR 2200 MUE ouFE St tes 2T YE  S(final tender

Q
©
S

o

<

=

o
nz
A
Mo
2

0
=

ERCLREO| X XOIXt FYLTH Apo TriAvirlf7|X|= WTOZt
HMedts TOHE Z= 530| O X[ A|7|Q, 2008 9 2320 Z=5|%|RUCHTsai, 2008).

olg] E5{d 2{/XAS0|l O QofE Z=Eo HetHel X Ao 7|oet HO|CH(Cherian,

7.7 BHE2AH

20074 78 19Y, E2ACE WTO H6T A|AHES AT A I7tQCH O] [,

SeAts HLILE 2[AF Apotex®@d, ¢

%

O|ekE 2 Apotex?t MSFE <28l 7iEst

HIV/OO|= X|22f HIZ 1 O|FEO|RACE ZACtIt LDt 9IFES AS ZASHA
O&ste A2 27ts?l M0 ol =dg Hele UJCkH(National Board of

Trade 2008).

Bhs T =24 ZRo o Foto 7|=sty, g= 2E32 ApotexOf A

SHo| 0|3 M 2uUrtel TR Y2 Y| oI5| OHCHE HS B,
Lo Al YAE AHS M +¥Y B2S AWLACHs HOICHNdIovu, 2009).
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ERALCHE SXl(notification)of FA[gt AX= Fotbte A2 Ad 97

Of&LC}. Apotex2| ZA O FHM=tel P& =iet &0| ERRIILHE, Ol MZ:2

—

A Hol= oFa Bt ST A¥S £ AMOF othte AES 2lOfsty| MfZO|Ct.

—

Hoo| W2 2%fE0l M=EEAL Bojel A2 £F of%4F TMIE M==AL

—

TEEX %2 208 57t 2 £ QUCHNdlovu, 2009).

Of 82= E3t E3

e
10

HM7gtol wat, 2tch= TRIPS ¥F HM28 Hs5EO
2|E AlHSHX| Qo=
EHhte AE FHst AL +YStOX St= oo et EH7F EXsE +YU=
w5 AN HSE YWHs|o st= 40| A O|Ch 2L} the 2002 DecisionO| O

E3E Ezsforst=  QFOM  ZHE=2

HMel=feaz, =2dhes Y= £t ZH B35S #otop ottes z=ds #®s

27t giACH(Ndlovu, 2009)

20072 9¥ 19Y, Apotext 1,5600t7HQ| oIAEZ M=ot ZArCto| =Fste=

rot

99| WLt S50 gt 2Hel ZH HHE FSUCH fLCE £ EEZ(Canadian
Intellectual Property Office)0| BHHE 203t = WTOO SEMCE FHLiCH= 20074
108 4 TRIPS A0 O] HHE SEYCHHestermeyer, 2007). O ZH W=
20 24 g30M 2FE HEFQ 15602709 M= 2 =S HEICL Ol=

1EHZE 218 EO| SXE X &2t O 2 = A= ZO0|CH(National Board of Trade,

2008). ZHLCH S[AMOIM K Sdte 7tA2, 01 XH(profit margin)0| U=X| O F et

>

PEERLO], QIO A TOfst=E =MESl tALL =Lt kel =ME 7tA2 Apotex

0

°f7tel of 1/30|RALt. 22t FF= 0[F 1ot JiLtCiel HX BAHE 0|8dt=

o
A2 1

3

rk
rlo

O

=

=)

SH
AR

=l

mjo

ZAo|Ct, =Chol ME0| W=, M FMol F

OlOI:
=~ =

OI PN
= =
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SOt 7by ME

rok

P XROIM ofE FRSHZIZ B St ApotexOf CH

rot
bt
O

el 7t gl& Zolgt ZESHFCH(National Board of Trade, 2008).

ECts 2Eo MZ2 SSgo IS @4

LS 1

rot

2 01429 742z O
OIFEES FUY = URYES AOICL. ZH THe= A= Y WAME SiEE=
80|22 ZolH, matM ofz{gt 9 7o LHE T O ZAO|Zt: EZECH LHOfA
E57%t F MeXle =2Y0HA @7 Mo olgst EAE  8X HAUS
Z40|CH(Hestermeyer, 2007). 2CHIL He&eS O|®HA| 21, FHLICIOIA £Ustn
[E o 22 o A=SS 53 BV ME Qe RN O X2 JtHoz A

= QURUCHE ME 2 F==Z TSICHNdIovu, 2009).

ERLCHIE Apo TriAvirE =g ZAO0lZ2t WTOO| SE3t ol HH=z Yo Z

pot

A

Ho

@W7ERl 10l ZELE  Apotex2 KNg2 22 FH2E o= HUE

=
ie sEOlg moED. H O

UHEHSAA CAMRZE 2 E Of2FS2 Of

al

HAE 2GS MASHA s o TRIPS ¥@ol AE=FOXMQ IFXZ O|f LXK =

o

a
rlo

ZA0|CH(Tsai, 2008). Apotex2| AtMQo| olzo|= EFstD, E3 ARXNEZREH

4y =

r
mjo

WD 9D AN BE IHOME s D QUCHCotter, 2008).

7.8 A4t

o

20081t 20094 ¢, e 60LNES =2 Apo-Triavir & 248t 0| Z2tCtof

B2 =ASIct o ¢9s2 1

ot

&

(ol

ojoj= <7l CHHM(the President's
Emergency Plan for AIDS Relief, PEPFAR)2| && X Al(Supply Chain Management

System)& 0|83l H{SE|ACt WHOS| GPRM(WHO global price reporting
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mechanism)2 O %=0| Tri-avire| < 27 FO| =2tAt X220 MYUCID HSHIACEH

olo|=E ¢t =H7[50| Apotex0i O 2|%ZF HI&S X =dtRALE

Apo-Triavire| =gtkl7] ™ <4=2EQ zidovudine, lamivudine, nevirapinezf

T

|23l M, fixed-dose combinations@ 2A 2| Apo-Triavir 7}42 < 75% & QlEl

N

OS2 LFEFRE

2Tt BARMoH)E 35 7o

i
1%

s

o gdHEEs &8st/ {8, =W 2AYE
2 7|2(The national pharmaceutical procurement agency/Centrale d'Achats des
Médicaments Essentiels Consommables et Equipements Medicaux du Rwanda,

CAMERWA)O| =7t A&& flg¢ 2= & HOZHANE =ESIEE YL

CAMERWA+= PEPFAR At2|AL (SCMS)S| =& A&/ E2 &30 WHO At™ Q52 &

rlo

200 s of%EF A 7|0l M2 glof, FF Z|EE fSt o2t YHO

Z QB CHEI-Sadr et al., 2012).

Apotex2| <9 =YHZ X[ASH WHOE Apo-TriAvirs O0f0|= XE22| 1%t

gWom ANYD, =ACIM O0|=E A= KO 44%E Of OF

[

C

o

=0

s

—_

2ottt e Hiv/ool=  XE Qlsh

rot
Opt

HE2 20079 74,6000t 2{Q 1,

-

2008 0= 110,8008F EHHE 193 ¢ 33%

ol

tUCE O] X2E E2 AME
£ 2008H0|E= 56,731H, 2009 HOl= 75.041HO|ACHUNGASS, 2010). ARTR} TITH
AAF X Xz 7|29 B7tet M, ARTS HME HRIE ZCfstr7| e 7I0|E 2tolZ

=

80| O|R0{X 20073 2012, =7t ofojl= Z==0l § 22| HEL AL}
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20054, PERFAR HI10| [MEM 35km O|Lf0| EZHA(Health center)?t U

rir

A= HHS 60%AL, 10kmO|LfE=  95%RUCHPEPFAR, 2012). E=AI &

bt

2EoAMel T HAE flet 71E

rk
mn

of F7te= XrQ HAHAE =Lt 20064

133700|E X2 7Z|&2 2008d 19572 SO{%CE. NAP= X|ZEQF ZA 7|&t9

aAMMoZ 980 XB 2SS L7} =OotFECD BFYCE Biribonwaha 9RO A EA|Q
sE RF 59 AF A2 95%01M ARTO| CHet Xz +=8&7F I =2

LIEt o0, XM OotF HACHNuwagaba-Biribonwoha et al., 2014).

7.9 7|E}

2009 E2Ch= X[HIfLAO| CHe

—

rf

(the Law on the Protection of Intellectual
Property, LPIP)Z H|E3tRULCt Ol S3E =Zast XHILUHES EDSH7| 2t

TRIPS &= =(TRIPS compliant framework)

o
=)
rl'lJ
O
b4
il
o
rr
ikl
4o
0z
oy
=
g
Of
©
x

officio compulsory license)E &{7tst=0|, &F4 X Bzt =78 £+ XN3XtH7L,

AIm

o 2RAe 9 B0 T Ed EHMOM ENE LYS MESIEE o= Aot

r

83 302 MO iY== HIv/OOl= E= CHE dFES Aegsts 2Eo XK=

mole MU olfEel +@e o9t BUE HOEB AFE £ UCh MY T

JdB{L} Of @2 53 2fRAV HESH 245 OIoF St FHAISHAULDH +7t

3 B42 X2 AQAXEs EFSHA| LUCH 222, the 30 August DecisionO
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mel =g o, of 27= +E=2 2AF=2 M5 o OE S0, CAMR2

W

Ha & ZA oo met IS ol8E Mos HAM ot RO E

o= RFeteltt Ol °o[%EFS FUSts SH2E LA BHYE

August Decision®| He2to| Alsat Basto] F2tE J|8|7t UCe HolH, IR

HE7 AdFoE X330 2st EF 2 AHEE2 ERCE AN 52 F FSEHE e
T8O Z Ol & £ ULt Ol= TRIPS X 31x (HE HHESHCHNkomo, 2013).

322, Zr0tol B2 the 30 August DecisionO CH$ 12 Q10| TRIPS

HEo ZM Wy 82 MEStD U A2 EQICH (Nkomo, 2013).
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8.1 A&

2

qoy

TRIPS Q]

MEEE

YurEoz

M7+

s

e
o
=]

=
10

8l
oF

JEE!

ol &

2 25}Lf.

e
10

&
[ = ol

Nkrumah,
X st7|

=
—

QUCHOsewe,
Xto|7F o ™5

742

olot= 9|

oj2] AlEOoA

g7

Sackey, 2008).

JE0 =

ol

&+

=
10

T0

ALCHMusungu, Oh et al., 2006).
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md
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lof 2t=o]

g Adstr| fl5
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Hoj=o o2 FHOAM, ALe W =Y Ade CHE HE =d=s04A4 1S

o 2 zolct.

=

El
ot

82 Hi4

Als A= Aotel FF  ofZIFto| Xt Li2t2, ERXbLoh,  Ztrt,
OlE|2mol, && =&, Aot =FS Fotn UL OEY, =5 KO,
SO0tZ 2|7l CHX|TCH(the Great Rift Valley), 12|21 Atet DXCHE Zstsinf, Q2
Obd S=1t o 4760 <A77k &1 UCE 2016E ALt =S YLH(GDP)2 120

1143222 FX2A25 I 7l(lower-middle income country, LMIC)E &&F EIC}H

=8 HZ AY ZAHThe National Health Accounts survey)E 2012-2013 d 2
229 Xzm ZE2 FHSHZ| & 201540 MAIEQCH O &l T AL

=~

X|Z=(THE)2 2009-20109E O3t 29 1,5558F S ECH Z7tst O/3F 29 74300

k
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ALCHWasington Post, 2018).

93 o|%E 7tAa BH

9.3.1 The Drug Price Control Order (DPCO)

Ol=o| QF7to] AL, DPCO(the Prices Control Order)0| 2|8t =X 3$ICt. DPCO=
L=Z 4 (the Essential Commodities Act, 1955) X3%&(Section)0f 2lai &L}
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8E O|F=Z AIHERACE NPPAE <7tE =Fotn MAFYsto], g2|Hel #EL=

QX|8t7] st X|&Mo=z2 DL EABICH(Narula, 2015).
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NEEN 76702 ZFAEACEH 20134 58 159, 5= NPPAZl ZLfolkE 7t

2 2 (National List of Essential Medicines, NLEM)2| 2 & 20| CHsto| 7t24dut 7tA
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1995 & 2013 DPCO H|

S. DPCO 1995 DPCO 2013
No.
1 It is governed by Essential It is governed by national
commodities act 1955 pharmaceutical pricing
authority, based on national
list of essential medicines
2 Prices of only 74 drugs were  Prices of 652 drugs are
regulated by this act regulated by this act
3 If once the prices are fixed, Based on simple average
they can’t be changed as per  price (SAP) the highest prices
the act can be lowered depending on
the margins
4 Ceiling and non-ceiling Ceiling and non-ceiling prices
prices of drugs are not of drugs are specified
specified
5 This act facilitates Win -Win  The prices of the drugs are
situation for the fixed by the mutual
government, but not for the agreement of government
industries and industries for the welfare
of the public
EX : Kumar et al. (2014)

M HHE HBHEDH, A O M2 O7HX EHES ¥HEY = JUCh
7t Ad FE0 A= AFS Yste AMS2 HESH, dT tHE b=
B =4 ™Y + At I A FF0| ZEX| 2 O|L A ofFot
dag FHAH QMEIER QUCH Lok ol9F EXeF NPPA EF HAEXOZ IS
SUHYY MEX Ao| £Foh o1 7t YHohg IEtsiHEt: A O|E
Mg X n Act ol THATES SHASHA ROCHHE, JtA Y THE
et 7tA Az d3 Rolojst o] & 20| RUACk(Forbes India, 2018).
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25 $2¥ X, LAM XE, g Q¥ 12D ¥ awo
LbElCh B @S AFO|AAX|(Science)OlAl 201319  EI|Mol wyo
HIlE9n, 4M0 ¢ XlEgom 22m Yok o2 Sof, SCOw, FERC, of=O|

s2 HY ZE AMANEZAM 7|E XNz L-O| HStol B & Xz iaE 201

R
=
X
il
|0
HU
oot
o2
>
lo
o
o
rlo

A&Hoz FOX|D QUCy =S, Xz =it
St Mefo] B HE HIEO 1tz EAEEZR, HES 7t4 SH A oY

gols 42 2d W80 XK=z 2 ¢

00t

F= O/& ZO|CHOECD, 2015).
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3 5H

o
N
(Oa]
0%
0
=
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o
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LEAWA= A0|Lt o2 7[7|0 it ZANA Xt=Z(economic data) MZEO| E=7t

OfL|QACt AMHZE NHEECID S|z, 7

1
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A4 280 1 Az7t 2 ddS OXX] EUALEH

AMHYZE, 2006EEZHE 2011HSOF =AM

H—
omn
ozt

of HMz& 256742 M T 8T

AHH XA2E HMERCHShiroiwa, Fukuda, lkeda, & Takura, 2017).

O, g2 X MANM ¥t 27t 4 #E L2t § StLo|H, ol
HEH dZ XEO0 ZHSA 51 UL 2o FH-FHO| MEH, FEO HZ
X|Z0| GDP2| 83%0| Edl= 40 =QU(F 3,640 A H)0|R2H, GDP| 6.4%0| X}
32 ZQM(SF 2910 o FE)HR/JAT 109 Tt HUSAZ I 25%Lt S7tSHALCH OECD

44 K20 M=M, HZ X|E(Current Health Expenditure) GDP2| 11.2%0|1,

Ol O/=1t A%AF 0[0f MAMAM 3#M=Z 2 FROICE Ol= XZ M2 HEE
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™\ ( Special rules for repricing based on expanded

Repricing based on expanded market size

If the annual sales exceed the expected annual sales by a
certain factor, the price will be further reduced at the time of price
revision.

market size
In addition to the current rules, special rules were
added for products creating very large annual

J/ \ sales. /
E.g., new dfu_g* for which the price was mﬂfﬂﬁ;ﬁﬁ;‘;ﬁ,ﬁﬁ"ﬁmﬁeﬁmg Annual sales of 100— Annual sales of =
calculated using the cost-based calculation in the NHI prics list 150 billion yen 150 billion yen
rules 21.5 times expected 21.3 times expected
rice revision Recalculation of annual sales annual sales
100 yen market expansion A maximum price A maximum price
98yen  S8yen 1100 reduction of 25% reduction of 50%
95 yen 95 yen o 1600,7 i
e E 7/"
260 of 25% - 90 1500 ‘ 7 +
250 H 22times expected annual sales i - 1300 Annual sales
and /% ®7gyen 80 AN
annual sales of =15 billion yen Y
o > 1200
200 { 210 times expected annual sales =l — o 3 Annual sales]
=z and 2 5
5 & o
2 annual sales of =10 billion yen
< g & 1000
o a a
8 150 p-==--—-—---=--- s B ol it 2 2 800 i
3 3 ||z
— =) 10
x 0
10 3
0 100 o E— 2
3 B0 5
= < 500
5 @
3 Annual sales 3
s 50 —
2 Expected Expected
Expected annual annual
annual sales sales sales
1styear  2™vyear 3%year 4% year 5" year Year X Yearx 24

a8 5 AE 37| F7tol wE o7t xHME

Z=X: MHLW. (2016).

a8 6 AE 37| 710 W

103 €=2f 7t4 S

(0]
=

T R X
— -1 O o 1

10.3.1 A

S8 & d(Ministry of Health, Labor, and Welfare, MHLW)Z2|
O|& 7|7| 7|&(Pharmaceutical and Medical Devices Agency,

PMDA)O Al HESICE Lot LS gMHLIW)2 EH H 40N g7 A4F2

28 Mg Y U 20 Mg 772

— o

0
Hot

MesdMHLW) Wel



SY Atz 28 o|& @ O3 (Central Social Insurance Medical Council, CSIMC)2t=

2 730N ZFehh €= 9

—

N
rir
k=)
ot

U &= 7HAZ IF tH MEE

Overview
- New drugs —_—
Similar drug(s), Yes Similar drug(s), No
|
v L 4 ¢
(1) Comparative Method (1) (2) Comparative Method (1I) ‘ (3) Cost Calculation Method
[ M NP 5 ] Costs:
(1) Premiums [ (Drugs with less novelty) ] « Manufacturing (import)
Innovation 70 — 120%  Sales & general administ-
Value (1) 35 — 60% ration
Value (I1) 5- 30% * Operating profit
Marketability (1) 10— 20% » Distribution & marketing
) M 0%
Marketability (Il) 5% « Consumption tax, etc
Pediatric 95— 20%
SAKIGAKE 10-20%
b 4 v

[ (4) Adjustment w/ foreign prices ]_[ (4) Adjustment w/ foreign prices ][ (4) Adjustment w/ foreign prices ]

* Reduce the estimated price if * Reduce the estimated « Reduce price if = 1.25 fold the
1.25 fold the foreign price price if 1.25 fold the ‘ foreign price
+ |ncrease the estimated price if foreign price « Increase the estimated price if
0.75 fold the foreign price 1 0.75 fold the foreign price
[ (5) Adjustment of inter-specifications ]

Note) Kit products with high utility: Add 5% premium to costs of kit parts as well as Premium (5) above.

MoE o7} A

aE 8 ]
Z=X: MHLW. (2016).
EZohsh 0fR MAAEC A|lA” 2 2™ ECHMHLW, 2016; Schoonveld, 2016).

20N Merol 7tA ZF Al flo] dgar Z2 W o2 ZFEC of o
MOl dHe & JpX|olf|, HlW 7tA MY d#(Comparative method)Qt #7h 7|4t

7t ®MH HEH(Cost calculation method)O|CHMHLW, 2016).

10.3.1.1 HI@ 7h7 MW 2

2382 dHE Bnef % WY 25 FEH J(xst ZFECh BHlmefe| M2
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ICHMHLW, 2016).

27t 7

10.3.1.2
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KO

oju
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KI

AL,

AYY 4

Jluoz 7470

CHMHLW, 2016).

10.3.1.3 2|= 714 ®XH|

ChAl 9=

ER=
—_

7t

2t 7]

Of Lt

ZH|(Foreign Price Adjustment, FPA)2|

PN
(=1

724

B2

470 =2

ol

SHH,

27tz

I.

0
A

tLEQIEl, =,

o
o

=
S

/4

dgds F= s

of 7hof

=
—

222 FPA

Jol
%0
K]

of

H EA &MEAE L20M2

I

e
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7241t
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=
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I=!
kl

2|0/ ¥2 120%01 kX2, At2d ofof E=fEl HlW °fo] b7k ot o],

gAEol 9ofol  JtAOl  HMYdzIAF YFOMME =geElsittn =il B3Rt
BF}CHSchoonveld, 2016)

or

o2 Sof cy 7ty 29l AZLC|(SOVALDI, Sofosbuvir® ZAL HIZBH Z50

OF
=

ujn

o HRE S50 1 7tH0| MFEE AL O mf 7[FO0| E HIWSFE Telaprevir,
Ribavirin® Peginterferon® Z=%0|QICt, ARClE HAMXNO Aoz QlHof,
100%2| Ze2|0|go] MEEYL, HW 714 MY g =Z20jds HEo /t4=2
46,7932(0|gt 425 )P, Ol= L= Eo IJHH0IYAE 92,403 (0|3t
840 )2l 0.75HIELCH X2 JZAO[RQUCEH Of0f, AZC|el J4 AL 2= 7t4E2

XS0 61,799% (02t 5622 )2 MY L[ ALCHShiroiwa et al., 2017).

10.3.2 AMZ|Z7}AI(SAKIGAKE): AleF =z|0/ ¢

AFZI7EA(SAKIGAKE) 2, MAOA Z=2 Sol&l= HAHQ oefFo|Lt 2= 7|7|0

—

HELE= MEZOICE O ME= 20149 63, CHE O HEtED RHFHo=z L=
YL oftES MEYstn EgStiXx st= 229 ULESE9l 3o oz

Q| YHTHMHLW, 2016).

AZI7H = 7oA 10-20%2] =7t ZE[0jdE  MIste A2 =801,

ru9
N

R o]

ol

ol HE 7|7tE BE¥ 2R =0l § 52 Al 24 =% HSH.

AMZ17HA S| Z|=0= CtS2 47tX|7F QJLTHMHLW, 2016):

1) XIZ2H <2l &HLld(Innovativeness)

2) Sile ZEeo|l Az (Seriousness)
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4) oMol = Mop S2s fI6td, =0M W BAE AHXZL A

rr
19

Chptoto] A9, SCEYL 47HA J|ES BE WESYD, 7m0yt =7 HE

SO AZ|17HA M= HES HJUCHONO & BMS, 2017).

104 34 HE

-1 O

SHEE 20 H3sts B 3= 2AS5A7Z|171 6 A KMol HIAE

ZESHA &8st BEAAMAMOILE HMet=lAt ONOZF 2014E 90| L=O0fA, EA
=7tsst ST XNE2H=2 SCH=2E =2 AL 1 =, SH=Es 20154

1280 HEAN E7tssh M £= Y 4 HAMZEHJ(NSCLC), 2016 8O
X =27tsstAL Mol MEUYNME FIIE QS UL 2016 12€0=

ML ERAALE HA[FQ Hodgkin EEZ

SHRYOME S92 WYL T3 ONOE AU CfE £V MSES MEHeo,
NEg, AMEHY, ZHEZY, OIRSHMES, PPLOY, HAY, FHY 5 NS

A4 H87tn YUCHONO & BMS, 2017).
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1041 X|= 7td ZH™

700,000

{*) Only agents approved
by the cost accounting system

600,000

500,000

400,000

300,000

Drug Price (¥)

200,000

100,000

Adjustment to foreign average Drug Price

m Consumption Tax

Each factor per Drug Price (%)

*  Product manufacturing (importing) cost

L]

Raw material cost
Labor cost

L]

Marketing Cost

B Operating Income

 Total Product Cost

-

Manufacturing cost
*  Selling expenses
* Research expenses

38 11 AR BY

A HZEE 7

Z4
=

g €S

£ X: Nakajaima et al. (2017).

SCIME SUSHE 20144, O OFS JMEOIA HZ Jhs 0| gl HAXQ
MOFOIRALE Olof Hef2lAtOAM HE=S A2E HES2=Z J|UILE J|te=z o 740
MEEACE f1o] aZM 2 = UAXO0, SCES A2 T 44 HE, OHAE
HE, aHM S& Zgsta ULk ES|, 7142 60% O|40| d4t HIEO|TE it
HE2 M= HE, dH|, Mz H&, Toj HE, HH 52 Zgotct oHE A7t
7lgtez JtH0] MFPE ofEa Hug Mo SCIEQl o7toMel & MAitH| &9
HES CfE o3 HeE, 1 JHe 3THos M Moz Uedr

(Nakajaima & Aruga, 2017)
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20149 =9 CSIMC &3& HIsHE I, SCE= THMAESE JtE %[X9
S02 Y20 HULCH =EBH O A2 MER HAHLIS(new action mechanism)=
Zotstn AU 34 A AHM {FEY SUS UL Add SMEOY MER
Ng SHL=EM 0 %42 7|E 0| HIstY UMH Zotrst o Fofdt 2fo|UCt

olgfet 7IE 7|2z FLEE 60%2 7t4 =20/

o

=

x

x=7t2 wet,

Specific case B
Brand Name: Opdivo drip injection 20mg/100mg
Constituent name: Nivolumab (Genetical recombination)
Efficacy and effectiveness: Malignant melanoma for which resection is not possible
Calculation method: Cost accounting method Premium results: operating margin 60%
(From the documents of CSIMC August 27, 2014)
FERLORENEIZOVWT WEN RIS SRMNEROE LD
28% | 14-00-1-2 Irm(l WEN R W lvu;w 8A 18
Enaw 42 HOREAE (2NE e VR BW
R W & v (REFERE L2 =i~ (RETERL)
suaesxr | IWBELR %) : 1. MR- 9% | sasnracsasen
_ ¥lo wenm PDUPD1Y 4o FRARE
L. $ v wammns g Aml AN 7| mano
LY T 87— AR 1 00mg10mL 1M - ey
BE DS | EPHRIBTELESN :
FmE - R ff.;;’;-“.ﬁi;ﬁﬂ e e ? %5 2
R | mEnEyt ; ::.ﬁ:i;;:‘; 5“04 !
BN WE 94, 62018 488, 7788 — R )
* | A acia
o || nanwn A TR ..»;l.i‘fﬁ—u-’x;-;:-g_,_
L] AN TR TS T ERE TR L M AR
. 11 EVLER A M S MR RS e Rt
MERMTEEVS, EROBAMSEN TS,
amme SULINEREN TS D8 TR - RO
A TR 0 SRRy T TS E L
S 0a ”L‘l“l T LT .
AREn
e Ll g TEARRLETR TN AW
SUABENAR (ER (2o
UE (2014%7R hN 4 A 118R
SUWEBIAN T LK
FORABNOTEE
oS
FRFRENCA TS | R_mmree lVll k2 R [
e
ErETARD [ FR264 TR4U ll!'(il‘ru[;’b’(_r,u 3R 28

22

a8 14 AZEY 714 2™ A (1)

=XH: JPMA (2014)

201449 JLEE 220 XHSo=z 59E
olof F7tdeol 74 x=FS ©X U}D, Z
730,000212| =2 “tAc=z= MHPE ULt
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Specific case B

EEREERIHI5RNEROE LD Pricing method: Cost accounting method
Frh | WEHEAC F EWEeR | veco¥ SR 10 Calculated drug price: 20mg 150,200 yen
i : 100mg 729,849 yen (Adult 50kg: 34,755 yen)
LTy ZfvT (RETFERL) AR RS
E[ e an [amemrecesnen s e
HEETT PDLPDLY 4> FRAAR '”:"‘ "‘“"““"‘ %
| ERE 8
T e
s Operating margin:
4 Average operating margin (16.9%) X 160% = 27.0%
¥
5
" <Basis>
gy This drug has obtained regulatory approval in Japan ahead of the world,
- and has a new action mechanism with which it inhibits the proliferation
of tumors by increasing the activation of cancer antigen-specific T cell
and cytotoxic activity against cancer cells.
A A R W S MR T TR In the Japan Phase |l trials, patients with advanced or recurrent
- !nu::a;;z;} ﬁi;:“t-rftm;;:f:;’. malignant melanoma that cannot be subject to radical resection and with
:w;:f:: LB nEANES chemotherapy history which included Dacarbazine were covered, lower
Ry A 9 8 QEMEE limit (13.4%) of the 90% confidence interval of the response rate (22.9%)
A5 U D ’f:.‘“'-“.;,',';.:f?f T:"a for this drug based on the central review considered as the primary
"G, FRRERENEED L6 O%EANTD endpoint was above the threshold response rate (12.5%) which was set
-y based on the clinical trial results of Dacarbazine, and the usefulness was
brbii e confirmed.
In addition, it is considered reasonable to apply the +60% of the average
operating margin since Interferon beta and Dacarbazine after approval in
FEFRERCHTS | Womae (v € B 8 . . L. R
nHE the mid 80 “s have been evaluated to be clinically significant as a
treatment option for malignant melanoma.

23

(From the documents of CSIMC August 27" 2014)

1Y s AZEE A AW A (2

=X: JPMA (2014)

10.4.2 & HW 7tA °2lg]

AE2 2016 HHE

JO

b M8 ME JisE 8%, 1H[& 2fFe "elss

X 50%E2 QAL Mz

o

rlo
e

ojgol WAl HOHEtE, T HOjHO|

r
0
5
ot

1,500 QS Xntst= 4 ATME 50%=E Qotetctn LEIMCE Ol HOf TOjHO|
= of=0| o7t S7k80] AKX HHEtE o7t Qs Yol E = ASS 2lbjstot.

1,500 ool mfES =22l 2fF0l Hd B Mo Xz dgs 2

ogtg & 2ol 7|TfE 4 AUChLee et al, 2017). 0|2t &M, YRL o7} XHIto
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2E0] E|X| HOtE

!

SCle= 20154

9¢,

= M
A= & AYO| HZECH TR GO o7t AZO| O[FO{ XX
REFH SCEe HSSO0| XHH2=z J/totn %ol MEOl 543 7t

HE

272 7+

Jlgtol Ab= ot

BotE

°f7t ME7tE

A ZH(Emergency Cuts) MZE F7I2 Z 3 ACHMHLW, 2018).

A5 =

o,

Of

e
X

Aot ==

a

AUUALCE 20154

F

1287

2o 20169 27t

SCE HF A7t 408 B SItSHQ/UALCH A7 ZAbE 20179 9E, Of ZIHE
HHEt o2 Q19 U7 AMZ2 2018E 480 AR JJX|T, 20154

SCEE Qg RO ME REHO =43 HZE MEfCH ol

He JHSolM =st "AMEZ-27t ds 247t ME7E o 'S5 M2
201749 28 JLEQl 7tHE 50% QIstst@ct O ZA| SCIEel F H|8

RISto| 7|=O|AE 1,500 M2 Zutot HERUCH(Lee et al, 2017).

730,000 1t

1043 & ©HM 7t4 QIS

20184 M- 82 MY XEMEAM 100mge SCIE 7+HES 36500020 A
277,000 2= 23.8% QlototCin  HHSIALCH Ol ZFZx 7440
HILSIRS T 4332 & 60% QASHE ZtZ0|CL 2018 27t THE7L Al, 2AH2H7HE
JELR T AL BE JHAEC 136% HUACH o k7t 2stE O
2016 27 M HZ JHHoM Z=QYE F JHX| CHE FHel o7 J|s
o= 7t4 AN FFS EUAZ AO[CH(The Japan Times, 2018).
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Trial implementation of the cost-effectiveness assessment

We established “Special Committee on Cost-Effectiveness Assessment” as a branch of Central Social Insurance Medical
Council ,out of concern for fiscal impact of growing expensive healthcare technologies. In the FY2016 drug pricing system
reform, the cost-effectiveness assessment shall he introduced on a trial basis to evaluate medicine and medical instruments.

< Discussion at Central Social Insurance Medical Council(CSIMC) >
20125

Establishment of “Special Committee on Cost-Effectiveness Assessment”

Discuss the relevant drugs,analytical method, and the use of the assessments etc,referring to overseas

cases, on about once a month basis
2014.4~2015.11
2015.12

2016.4 Trial implementation of the cost-effectiveness assessment

Examine specific drugs and report the problems to the general meeting.Discuss each issue.

Summarize how the cost-effectiveness assessment should be implemented on a trial basis.

The flowchart of the trial implementation of the cost-effectiveness assessment (Outline) >

Rules of the cost-effectiveness assessment
2&newly established

Cost-Effectiveness Assessment

% specify the subjects at the beginning of FY2016

Organization

The results of the
Re-analysis by Appraisal ssessments by the
the third party organization

Data
submission
from marketers

Drug Pricing Organization/

% The marketers of newly-
listed drugs also need to submit
data for future discussion
though the data would not be
used to adjust the price.

FY2018 drug pricing

Medical Materials Pricing Organization

system reform

. . : ; Approval
Prepare the revised price plan for certain drugs Adjust the price o :
by re-pricing following market expansion etc based on the results anng D|aﬂ in CSIMC
23
a3 17 HE 23t 24 MYH HE
ZEX: MHLW (2018)
a3 18 HE =2t 24 MY HE
2016 4", Uto] AZF J[gR A%t WY FES F0/7] fstd =2 2=
Il 87 & StHel HE =id EIHE 9 I 2=7(7|0 AlHHe=z
HEotzlttn LESHACE
gri=ol P2 of#jel £ X JFEoR, AlY o|%EoE MIEACHMHLW
2018):
1) 7t Z2|0|QY H|[E(the profit premium rate)0| 7I& =2 9OI%E
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2) 10% 0|2l ZzZ|OjdE 22 F 04 TO{W(the expected peak sale)O| 7t+%F
=2 QUYE

Summary of the selection criteria and Target Drugs/Medical Devises

- <Selection criteria for already listed items> --------ooommmromomm oo i

' [1] Exclusion criteria :
: a; Designated rare intractable disease, hemophilia and HIV infections
b) Request, etc., for the development based on the Review Committee on Unapproved Drugs, etc.

[2] Selection criteria

a) Drugs listed for fiscal years 2012 to 2015, whose price was determination by similar efficacy comparison
met od meeting either of the following criteria.
i) The premium rate is the highest.
il) _The expected peak sales is the highest among drugs for which a premium of 10% or more was apc:'proved
b) Drugs listed for fiscal years 2012 to 2015, whose price was determination by cost calculation method, meeting !
either of the following criteria. :
i) The profit premium rate is the highest. :
i) The expected peak sales is the highest among the items for which a premium of 10% or more is approved.
* Including pharmacological analogues of the drugs selected based on these criteria.

(Also for newly listed items meeting the similar criteria , data submission Is requested for future review, but not for price adjustments. )

Drugs (7 items) Medical Devises (5 items)

Sofosbuvir Kawasumi Najuta Thoracic Stent Graft System
Ledipasvir Acetonate/Sofoshuvir Activa RC
similar efficac Ombitasvir Hydrate/

(functional cate

- .
comparison meﬁ'\cm) Paritaprevir Hydrate/Ritonavir Vercise DBS System

Daclatasvir Hydrochloride

Asunaprevir

cost calculation Nivolumab J-tec Autologous Cultured Cartilage
metho

Trastuzumah Emtansine Sapien XT 24

a9 20 A8 V&€ 2 B FE/9877] 89
E£X: MHLW (2018)

ad 21 A9 JE 2 BF SE/YRV]7] &%

T 5801890 M2, HE =Ziad Frtel Zuvh 7 AYE %E T

SILERE JCIECQl of7t =70 FgS DIME ALz Holoh Eoh =g 7H40|

-

M gl 201491 Hel dde Y29 oA =P JIFEQ OF, Z¥A, =Y,
FR0= SCIE7F SQAZRJAC olof = 7t4 Fx Mz wat, o] 474=2 SC|E
o 740 g2 ghe=rh 2016 108 SCIEQ FXE 7tAL2 F=(144,0009)0]
HStO SHI2D D0[=(296,0002)0 H|5H0 28] R ChH(Nikkei, 2016). Ol2{gt 744

Ato[7h SRSl 74 M=Y Al D& AS AO|Lf
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20179 X GDPE EWO|ZH|7l XX|St= HIFT2 7.6%2 FYE <=0, Ol CHE
OtAIOF =7t0 H|giA= =2 X O|Lt OECD=7tE JTUHAE AFHoczZ W2

HolCt of%fZFE =¥
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rot

OIEZNELS HHOZEH|9 225%= XIX|$ICt Ol 1AL
XLt CHE OtA|OF =F7I0AQ HIFECt= RX[EH OECD =7t HWSIYUS e
O™s| &2 Ho|Ct olg AXH FEE 626.6EH2{(PPP) 0|1, O]l OECD HoO

CHs == H™O|CHOECD, 2018)

ofde|lel Z4e F7tof CHEoto] o= YHEE 2006E 53 HUZE

oln
=
=
|.|-|
)

tAgde EYs SAR o ofNH M¥st Eete] =Ys gESIYUM 12l1

Oj=0= R X0 Z2H SHUE= AFOAM 7t Qg =X AL

112 o[4S F0ol L 742 Y

11.2.1 MYESIA

2006 HAEXE

rir
i
N
H
o
Ja
oo

ofmiof  CHell MESMAMEZ2

H
50 284UES otojof otgln, 10 & TS Y 2AS0 ABEE €& ANE
Melstnes CHFEE0l S0tidgez 2FEQJAC ALt 20078 Ol= Hf7|g2
50284 OfE Z2¥Y = A =HJAL, Hunzier HEZ FHOM X E

St ofmo] AdZE=EHY SAME = A=A Mol JIE HEH =

—

rlo

tAcz  SHEHE, HW o OH it fags YSoHHoF ofH, =
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BHEE7} AHrE S HE-BAdS YSOH0I0F SFIALHMOHW, 2006).
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