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Since the national health insurance has started in 1995, the pharmaceutical expenditure
increases from 6,220 million in 1996 and 9,440 million in 2003 to 10,970 million in 2007,
which represents approximately one-quarter of the total NHI expenditure and is higher than
15 percent of the pharmaceutical expenditure of America. Meanwhile, due to limited financial
resources for NHI, population aging and disease severity, pharmaceutical costs become
extremely high. Thus, to control on the growth of pharmaceutical expenditure becomes one of
the primary goals for the Bureau of National Health Insurance.

The pharmaceutical policies in most countries are mainly to regulate the reimbursement
list and control the pharmaceutical price. To define whether the pharmaceuticals can be
reimbursed or not, two methods, positive lists and negative lists are adopted. For the price
control, most countries besides America adopt statutory pricing and also negotiate price
through governments or insurers with manufactures. Procedures they used to set and control
the pharmaceutical price include international price comparison, reference pricing, cost-plus
pricing, the pharmaceutical price survey, price freeze and price-volume agreement as well.

The study reviews and analyzes the literatures concerning the pharmaceutical
reimbursement and pricing policy from 2000 within an international context through the
literature searched from large databases, such as MEDLINE, PUBMED and SCOPUS. The
study focuses on literatures in America, United Kingdom, Canada, Australia, Germany,
France, Japan, South Korea, Italy, etc. In addition, two expert meetings are held in the third
month and the sixth month after the launch of the project. By referring to the analysis of the
literature review, experts are expected to provide suggestions with regard to the prospective
pharmaceutical reimbursement and pricing policy of Taiwan.

The study makes following suggestions. First, governments should strength the role of
HTA with the reimbursement decision making and price setting based on the pharmaceutical
value. Governments could develop a pharmacoeconomic guideline suitable for Taiwan, and
learn from Korea, which requires manufactures to submit the economic evaluation based on
the guideline during the application of listing and pricing. Second, due to the circumstances
that most of innovative drugs have only gradual innovation but not breakthrough, for the clear
definition of the level of therapeutic improvement and the reasonable price setting rule,
government should consider the way Canada does. Third, prices for breakthrough drugs
should be set higher as a reward for innovation, and should be set with the consideration of
the appropriateness when referencing international prices. Prices for drugs with comparable
therapeutic effect should be set by considering its safety, efficacy and convenience compared
with its comparator as Japan does. Besides, it is worth to define the way to select the
comparator and to consider the appropriateness of adopting its price as a reference. Last but
not least, for drugs in the same pharmacotherapeutic category or have similar therapeutic
effect, government can consider to adopt reference price system which has already beened
used in several western countries. Under the reference price system, government could not
only control pharmaceutical prices indirectly, but also promote competition in pharmaceutical
markets as well as give patients incetives to take drugs with lower price. For not being
worried about equity in using pharmaceuticals by patients, government should guarantee also
educate patients the safety and the effectiveness of drugs with reference price.

keywords : pharmaceuticals, reimbursement, pricing, National Health Insurance
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| Marketing approval based on Pharmacelncal AMars Law

[ Request by manufacturer’marketer for entry in NHI drug price list

| Hearinc for manufacturer'marketer (Economic Affairs Division)

k4
cxamination of data submitiad at heanng by authorties (Medical
Economics Division); preparation of pricing draft)

First meeting of drug pricing organization
« Lirect expression of opimion by manutacturers/marketer (upon request)
« Hearing of opinions of experts on pricing draft and examination of the
following points:

- Presence of similar drugs

- Suitability of similar or optimally similar drugs

- Mecessily of applying premiums

- Evaluation of cost price, eic.

Mote) Requests by manufacturer/marketer are distributed.

« Decision conceming pricing draft based on majority opinion of members

v

| MotTication of pricing drart 10 manuratiurer/marketer

¥ _ , S
| <No problems anise> | [ <Problems arise> |
+
SubmIssion of dissenting opimon by
manufacturer/marketer

Within 60 Szcond meeting of drug pricing organization
days as a + Direct expression of opinion by
rule or 40 manutacturer/mar«eter
days at « After manufacturermarketer leaves,
the investination of necessity of draff revision
longest and revised pricing draft; decision o1 pricing

draft hased on majority opinion of members.
v

Motification of results after hearing
upinions o mdnuiacluening kele

¥
I
| Report of pricing draft to Chuikyo and its approval
v 4
| | Entry in NHI drug price list

Source: Pharmaceutical Manufacturers Association, 2009
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FEOFR O RREGTEARFEGAFEY L
i 5

AP Eg P BRI EAS B B PBMs © R AW 5 g o7

CRFERE P SRES PTG A L FORF LT

P53 IR S Ao N gE % P S PBMs 15 W R 2 P TR B Rt o

A g P8 PBMs 2 Bdrfe A fe B R 4740 2 @ wae £ 97 ke

\3\
T“_;é:
B



GG 2 P8 PBMs & 92 g d e ke 2o
(=) BRI 2 2R v E iz
%4%%?$%§ﬁ§%&’piﬂﬁ%%ﬁ% B E RS BT
#

S
i
E

T RYE - % A4 ® P& T Committee 1737 T_& 5

© ¢ % 2. Ak dp(economic data) ~ fufE e B eh B K AGTR BRI R
A BEHE L S BEEDRE S NERPOENE - Ao

%%igﬁ~ﬁ*ﬁﬁiiﬁ*&ﬁﬁ&?#%iiﬁi@%@*%ﬁﬂ
& &

LT XA TR L FRES REX S X PR RN T P
X ik R I T b ﬁ%%ﬁ%i%@ﬁ%#ﬁ%’%%%ﬁ‘?
’% '/'z_._%—}‘%’ z j Kﬁ Eg_% ‘%rf'm'% 7}:2‘_3' j"—‘-t%"r'r'ml%' vhg' <] :‘_‘% T }§%§35,37,43 .

® Average Manufacture Price (AMP) : 3% & F & & h v B R &
T R B R ¢ 2 EREIPFRPEF LEL AITHo L
Wi Rm T4 & 7 E R B PBMs & Medicaid e de(rebate) o
AMP 5 TIomBE LR B b 0 T2 E R i # (published
price) e AMP & d ZE g8 @ 1§02 JE 4R 24 % Department of

Health and Human Services’ Centers for Medicare & Medicaid

Services(CMS) » & CMS # 13+ 5 25 2 7 5 3 B2 5% Medicaid
i A TR % Medicaid 3 4 ¢hw Jo(rebate)’’ o & Medicaid 2 % 2. T
ZRE G R 2 Medicaid v e £ 38 % Y 15.1% AMP - % ;2

%
LB Bl 25559 5 11%AMP? .

4%

2 1

® Wholesale Acquisition Cost (WAC): & B 7 #& %+ 8 & & 2§
(list price) & = & P 4 i (published catalog price) - F %+ > WAC %
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AP FREEEEORR > Fli WACT £ F prERUES hiEzPdT
A Erg Y ma WACH FYENELEA P B FHY Ak
Freni g2 WAC § Fs ¥ kit s #Eneht i b
e Medicaid 323 T 0 VM frE &4 | # 5 Medicaid T 4 e
#0m WAC PRI ¥4 iv 5 R E St d Y-
Average Wholesale Price (AWP) : 5 3+ 3 % § %R L # hH ch&E R 0 4,
Z_% (published list price) L 35 o Xa > AWP & 7 % 4 & 5 pt &
PR L A AR TR P R B 5 R
HENWAC TF +F > AWP ¥4 %% = @ ~ Medicare 2 Medicaid
*ORIE L A NG E R % A % (payment benchmark) © F] 5§ BT
E 2 AWP chF g s o7 53 F 2 B 3t Thomson Micromedex 7
Red Book 4r First DataBank ¢ Blue Book>"* <
Average Sales Price (ASP) : & i px & G303 7 chif (7 & 35T =R
PRl 8 B)30 f R £ 3T AT AT Pt e T 04 8
% (ASP is the weighted average of all non-Federal sales to wholesalers
and is net of chargebacks, discounts, rebates and other benefits tied to
the purchase of the drug product.)’ o % i & & F 354 %o B 20 52
v 3R ASP B ARpr e E B LR S ASP ) T 0 G ek e B
% 7od 2t MMA i % >3t 2005 # B 45> ASP B~ £ AWP % 5 Medicare
Part B i i 4 F £F 8 FRLM g A P F R vt R Do g
0 7 Medicare Part B * F* Z % Z it %“j % 106%: ASP78 o
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Bl 4 £ WMESH S AE

Negotiated Rebate for

Brand-Name Druas - AMP
; Drug Manufacturer Drugs |
I ” I
! . A
1 . !
1 i H
| : Wholesaler :
! Preferred Placement on ! '
. Formul : i
! ommulary L S
: Drugs 1 WAC?
|
R, AT I
| Pharmacy Benefit | Negotated Payment (For example, [AWP - 15%] + §2)" | Pharmac
; Manager i y
LI i ---------------------- o A
i Managed | 1
Payment : ! Drug | Share of Rebates from Drugs | Copayment
| l Benefits | Manufacturer |
I X Y Drug Coverage 4 :
Health Plan Premium Beneficiary
M- m e e e e e e e m e m e ——— e ——— = - —
A
1
Premium !
: Flow of Funds == ========~= >
Flow of Prescription Drugs .
Employer
Services »

Source: Congressional Budget Office, 2007

) EEd AR R
FAFE G HEER DR REF I EHEDT P 1§ § (average
wholesale price » AWP)js #-47 4-(discount) k i&-2_» Hi7deen § & 5§ 4 F'%

N

7518 PBMs &2 4 S h cnB BT @k ine i 93 50 AWP S F 2 A

» 2

)

®
7 i3k & i (suggested retail price) s S # i # (sticker price) > 1 7 _F ¢¥
BERL e F Y ¥ inf R § (actual acquisition cost > AAC) 5 T
WALE D S Fh e - Ay AWP R AAC H 3 Do KA o
Fhd ¥ ARl FLATS P HE BETRF LT T2 R 0 #

B AAC X¥pmr 5 @' 07 5 T B REA QL ELMY B 5
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A ERH U AWP R - BTz B R AR R ERF EHE F iy
B P LG AR ERESRRT

o R B B o i F E_AWP R4 15%3 18%hd7de P o 4 3 B 4F
FApd o A 2008 ER R B ELHITHN L 16% 0 28F & 5 (mail order
pharmacy)sd7de 4 % 23% > @ B3 B E ko 4B F R e ;0.

B i AL AWP R4 40% 3 60%:047 30 s 2 % £ 4 MCOs
FHEdpl = A7 2R3 0F L7 - B U (maximum allowable

cost » MAC) %k % i 7

Fobo R ERY A LS EER A &%P AT L b e
e X R ﬁ 25207 0 A g o @ LA * Medicare Part B ¥

i %EFF%'?%'T i jx o %EFFPIEL | 51 Medicare Part B e 25 & 5. % * 3% 2005
£ 5 85%:chE e AWP 5 @ 3t 2005 & B 45 5 106% 1 5.0 ASP
5 F AR E B Y (85% I AWP & 106%:7 ASP) = P F 20%:05 *

fH o AR a g o BEELGER G FI#T80%:185% AWP
2 H_80%+:11106% ASP > F 68% AWP £ &_84.8% ASP- i& ¢ Medicare Part B

N L Y 24 2 2, 7 > A Ve ’ o’ » 2 7 ) = < » 2 A} ~ 38
2005 £ 2 oL LD w2y A RGO F Y ERATS E T o

- FARR R ERNESTY LTS

2 FDA %8+ 3 enZE &1 * & X 1% 8 ehif &g+ (FDA approved drugs
when prescribed for unapproved indications)

® 5% ik 4o BOTOX® » g H_life enhancement 1% & » 4- PDE 5

inhibitors
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@ LB RRELFAFT FEL RIG T CECFRAERS R
R 2 A A~ 45 i (A brand name drug for which there is an identical
generic equivalent that is subject to mandatory generic substitution)

® G RAS ¥eES
GE L EERIRI BT AN FRF A IS ERAT

VIR R E SR B R

Ju)
oh
L
<
i
T
o 4
=1
T
S
>~
4\:3
=
v

|
0
&
EL
ey

Tk 52 F (clinical benefit)frF 5= A > B ™ B 0 K B0 Tk &
Sk el g B 3R f E (formulary copayment tier)e k™ B B AR 2 5 =
REBLZFLa ¥ E(Ter DR 8 L8 25, f 344 ¢3- 2
R FE & % - k> %2 K (Tier )en%¥ & 5 preferred brand drug > % =
& (Tier IIT) e =4k 7}76- % Non-preferred brand drug®
ERVETEIPEENLSFET - - RPER S LR RADE L E
RO A RPE RS ERCY o T30@ T 0 & - R (per prescription) ¢ 7% W
A - BERGIL FEGES102815 ¥ - kK E R
HES25 252 o HRMF AT 0 BRI AT BF Dk Eh g T
MEFEAREFE SO wIo > UITL RREMRITE A% - B2 ifi2 o %=
B#EREF L ABBGOER ERLS G 0 T54 5845 3360 2
v 35,

9
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e F
W F R #%mﬂbﬁ%ﬁamwi:%&%&@?%%%ﬂﬁﬁ%»
fAE5$24 ERFE L INL §
BN e 5849 0 £NF F R A fogE 58847

T Fogciicd
(- ) Medicare Part D
% W B =N Fef 2003 # i i Medicare Prescription Drug Improvement
and Modernization Act (MMA) » >~ 2006 & 1 % 1 p B4 7 > HEF 3 A
CERLHPRLEE AR D@ LA FRSE TR

Medicare Part D - Medicare Part D % AR 27 the Centers for Medicare

—\\

and Medicaid Services (CMS) & ¥)2 i > & CMS £ T & 4 g = @ & i o
Medicare Part D o §+ 4 ' = & & dp CMS 3 fe p TR R &3F 5 2 F
ﬁ*%’%ﬁ%%A?Héﬂéﬁﬁ%&%%&%EWﬁ%%?%”m°
WEG AT ER D A BEG T E REFP LA FS8 ¢ The
stand-alone prescription drug program % ¥_Medicare Advantage Prescription
Drug program®' - The stand-alone prescription drug program 5 & st 8 2+ ¥ e
Medicare Program % 5.4 134 » R EMP B 598+ 0 @
Medicare Advantage Prescription Drug program : Medicare Advantage
Program # i inf B EB b Yo He 5 5 ﬁéag“/fa‘%’*’ S S SN

YR HRELS 3 REN F o FIEE L B2IA

7

m"‘f;s » & Tﬁi—"ﬁ%

= ¥
522+ # [Fl(defined standard coverage)z * % - 4r#k & coverage gap

PN E

E 4% AL A > % (standard benefit) st if'G A F 1 T HIEF TG - B4
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FREIS AL #5403 2006 £ 0 T iaE ) ﬁ?fﬁv%‘f 52593 2~ 33 250
3 ~ep i ffr“T %f (deductible)’ % % 7 %35 4250 % ~ 1 2,250 % ~ 2 B pF >
MG A F i 25%¢ coinsurance s # 3 R 3T 2,250 £ ~ 1 3,600 £ ~ 2
PP > LR A F B (7 A 3ENTE B > AL S coverage gap R AAAL 5
doughnuthole ; & 3| %+ # % £ 3] 3,600 % ~pr > " TG A 25 £ 1%
i} (catastrophic coverage)sHF . FF 0 A& Rte A B 7§ S%ena f 3R HAeR
95%%d PartD i * e
Medicare Part D cije™ B % 7 - $ > d 4 g & 7 :ﬁ & Medicare

Prescription Drug Improvement and Modernization Act (MMA) % the Centers
for Medicare and Medicaid Services (CMS)*.4# p {7 = Mo faE xRS

B BRI ELEN 2 - B P&TCommittee > = f % F 1 55 E’f*,%%?*

FREEFL - mo 5 F EARESE T BEGE R L frit i

#r5 o ¥ ¢t s Medicare Part D » & R & 5.cn% 423200 X pox & 5 180

--«\

FI &
AP REST S BT
iz ¥ MMA 4L %> Medicare Part D # & f en3E 5. & $52b i > 8 - 21 )

i B

\m“«
=

w2 £ EAp M e life-style #40 ~ BE S B R DES
E’%J’ﬂ%‘rfﬁﬁ‘% FERE > N2 ZTREFES S 35, 1235 CMS 3 %
art

Medicare Part D jeu™ & 0% 5.4 #f 7 £7 United States Pharmacopedia 4 # %
- 3k I ¢ & - F 1247 %) (pharmacologic category)§ * F ¢ 7 1 0 A fA Y

- %k&ﬂm%% LR R G - BEEFT ) R AT - BAL
% 5577 (key drug type)® F % it - A8 PM o 7 b CMS & K% 2

PR ISR A B ROES W B E P BB R R ER
F 4R SRR T AIDS % B 2 LB fedlmp r ERks B e
7 i R

ﬁv

o T LEREREESRT o bHAr e CMSRET 0 e 2
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RPRES L ~ i c R BT PSIERE X ASHS N A A

ZH TSm0 1995 2003 # MMA 28 2_» the Secretary of Health and

Human Services #& /% 2 + 3f Part D ™ #3452 H'e A B RP 2 h 2

!

B fota oo CMS T H iRk 2 7 4
BRI 06 2 P 2R Y E S S T Gk s L iR g e g

BAL G 4 e R X

m % » Medicare Part D %' 4 ¢ %1% Pharmaceutical Benefit Management
(PBMs)> #F L ¥R BF £ A Bt ¥ $HESH L F LRBES
T a3 i 2 (average wholesale price, AWP) £ g 474 {8 e $2 0 & — B
FRgnG Timpe ot 0 B § 0w Red Book, First Databank e

(= ) Medicare Part D § *5 {5 032 &8

3]

Medicare Part D 7§ *5 ¥ 3} &_Medicare f 1965 & #] € {5 # = - =X %
e

# 4 §_Medicare mx’;,_—‘ﬁ ¥ - =7 ¢ 7 & _Medicare £ {8 " ¥ £ &
i o B Part DF ¥ » 3 BREAGehE AL BRAF £EHF

2
FG ERLEHA Pop PatDF w2150 ¥ 55T 4o~ PartD
TEehEE A fpREL AFHH 0 p 7 ESHERT ¥ (out-of-pocket
expenditure) & * i 0 0 2 Bt BehiB s FEREF SO PR
PRSP

G Fhest > R f B E D 9 E3F 5S4 PartD chR BoriE R o %
H Q4470 F 3 e 3 coverage gap chA @ 5 Yo 4 AT AR 0 2007 #

¥ 340 @ hpart D AR ' A H # 3 © F|id coverage gap AW F Bk prA B

o

& catastrophic coverage sPE 12 > W T K p (T h AT LD ooa HAp

ZAEEES L AE T coverage gap ¥ 25 5 o ¥ b5+ 2006 # 3 2009

fon



EF A RS EAREG A G LR Ao HF s Yo TR
% Part D 3 Wi T coverage gap FF 0 i@ ¥ B B PRIEF T TR ¥ R g R
%ﬁﬁﬁﬁﬁﬁﬁﬁﬁﬁﬁﬁiﬁip TP EO
A F = Medicare Part D e s5ic ;R 5 4 f B LR KA
5 ??{?—;ﬁ Medicare Part D e 5 & 1§ % M B Ao 20 o P o
% 3 5777 B on Medicare Part D % § 4 * 88 Yo 4 F 1 ¥
Medicare Part D shif' o @ =8 # s B 2 3 ﬁiiﬁﬁﬂ%’fﬁ s R4
FHEAT #HWFIReEF AT 0 F1s Part *
50 1€ (¥R R Y 7 B (barganing power) ¥  3F 5 o R m o
HEEZLZH 2 > Medicare Part D ¥4 t’v”ﬁ%’ : . Department of Veterans

P

Affairs f= Medicaid & & 8 3] e g2 b o

NN
-

Medicare Part D F *5 $rc i & RRE L ) 0 58

¥
|
|l
me
A~
o

AR o 1R AR 2 B 0 2007 # R % & Medicare Part D b sh ) G

400 i o W AEHP AR ML S o s T oA A_F] 5 e » Medicare Part D 594 i

ﬁﬁﬁb\ggﬁﬁﬁﬁi¢ HP M~ B LB R R E 4 R
i o @ 1 3] ehw de(rebate) i AF ) 0B F o € (F o Part D s gt

1

T e P o KA 0 20

1\1.

A7 B0 R %8 Medicare Part D ¥+ 5E & B
ik FLenp4 33 AL M (financial bottom line)F £ & B3> Flpt R dfuz
LR EMEL A BB F > UEREER LR Y > BT
4 Medicare Part D i & ch2 58> £ 382 pd 4 250 e o pha 0% Ry
R RT R EEMF R PR T AR EA KR
gt ek o d 3 Medicare Part D F AR % A ¥ 2 p d EEE FE 4o r 0 TPz
Fi e F % Medicare Part D e pF > 5 0 L B R0 g & i EE 0 F

3
bR A BB R SRR ESE B @ = » Medicare Part D &g
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I~ JLELEGHAR

S REA JR f e PR #8 % (veterans health care system) 5 — B & & |+ mf T
8 % (closed system) » F F# {rdl & ek A | 3R AT E A F 50
(Department of Veteran Affairs » f§ #- VA)if 1 o VA 7 i medicare 3% i
A HER ?@ﬁ?pﬁ m A HRREFRRELEL S FRILSALE &
wRFAYE T Y EEp 2 ¥ RN P o consolidate mail outpatient
pharmacy(CMOP) 4 % 4% it ™ % 5. 805 4.

VA 0% i 5 Rfpe A4 ik 7 s M ke s
Hoo ] amap dor 40

1. Federal Supply Schedule (FSS)

FSS & - pEiRpc i i S R H K EF R e RETRUVES
W F B o T BN T R % FSS» ¢ 4% VA - Department of Defense
(DOD) ~ Public Health Service ~ Bureau of Prison ° {3 RE BRI FH

R G 0 F R B 2N 4473 % (General Services Administration) % 3£ VA

¢f1 National Acquisition Center f § 4= #%(solicit) ~ 3% i ~ i&-1&(award)% ¢ 12
FSS& 9% o - &m 7 "FSSE YA AF BRI » m e BHRET I § 7
DN AL BEE S AR AE S S 5 & o B FSS fra) ) and

317,000 48 > 36% 5% 55 R R E 0 64% B L B L E o

B GSA HM2 2T > FRPF L WINIE QeniE 2 2 Bl i g
S8 K- H o R S R 20 % (FSS prices) & f 45 2LE5 2%
Z = g i & % (Most-Favored Customers Price) © & #4585 VA ihfpE 4 | 72
TRHFORBRRR S ORFRLFREVA- PR EREFE T F2 T
RS C b B A
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2. Performance-based Incentive Agreements (Blanket Purchase Agreements °

BPAs)

= B FSS T 4 p J);’K*ﬁ — 13 T_Hp % P15 3% 15 20 (Blanket Purchase
Agreement clause) * ¥ & VA ¢ 53 { 8- H H R ARG T 7 B 0 hdde o
= B AR FSS 5% ¢ 7 — B 28 P 2% 3k (Blanket Purchase
Agreement clause) » ¥ & VA i 53 { - 2R R T 7 FIE 0 hdde o
BF Lo 25 VARFEALE - PP RFMY - T EDET T U3
e gp et edriee— 4@ 3 2 BPAs k95 FSS 1 & i 5%-15%2 B it de o

3. Federal Ceiling Price
g =% b 'Y (Federal Ceiling Price)* f£ % Big Four Price » 3§ * *t ¢
P =848 4 © VA ~ DOD ~ Public Health Service f= U.S Coast Guard ° #2013
WAL R T6% N2 20T 159 i¢ § #: (non-federal average

manufacturer price)

4. National Standardization contracts

i+ National Standardization Contract 2. ™ » #- ¥ - ¥ 5 5 #f 00F > ehfe 4
Z 5 > VA iR (competitive bid)sn= VR pEE &> T 2 @ HEGSRE § 9
Fe o VA St 2 CIGE VA F R RGEM f ¢ R RS
AR BRI B R B R FEEEOR Y 20T R
LI P RENEFN S - EP TR IR 0@ ﬂ:}fgxbmz% 1t FSS
i 1 14X 10%-60%2 B o
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L hdAERLAFRITEELAHA
~ s RBREHARMGA

o S FR A B O SRS RS i 2 R ST R
fer 3o @ LA/FRFAIE TR R EEEREIGE T RRE P
g Rt p AR RRERGE 2 ReE A RR

1971 # > e £ A F 52X EERG - AL » PEEH £ R AL

AL T IRk 2 2 F o ek (Medicare) o B H TP £ 45l Y 2
FELRY - FRFGMALE L - B A F T BRGET
BNA G ABEL N ERFR L N2 50%

Foobo AT L 4/ RS £ 4 R R P Medicare % 78 P

Z_dherumg WO R RE > HpAsr kRS @%} EIRA B REA DY LD

R R R A2 25% % W%&ﬂ&mﬁ””%% EER LS E LT
ST e E O RER L G R LR AR

ﬁf‘%%%%iééiéﬁliﬂﬁﬁﬁﬁﬁiiﬂ%%’Eﬁﬁﬁi
> 7 '4\1@—‘ A 75?‘4%5;)%@3‘.&@ o

FERYE %36 ;i;r;;fgj * 2 %ﬁga?;, 7 ¥ Medicare % it » # @ i e F IR
FE G S 2L ARANRRER A RGH D YV S BEREERT
d L g/FRK R %‘é%‘%é*ééf AR PR o

b £ & mi‘f;?}i%?i%" Sd oL f&%?«‘},wliﬁ»iﬁé d = f«‘),%fﬂl?iﬁ»%&
Baedl 4ol AATHBRMSELWETR P22 fh’mfﬁﬂg
pERE - BAHPARERETPH -

N

N
#
Pt

b
R R A B AR B

g

|
!
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Canadian Agency for Drugs and Technologies in Health (CADTH)
CADTH &= £ 4 Canadian Coordination Office of Health Technology

Assessment (CCOHTA) - CCOHTA »* 1989 & o 4c £ % £ % ~ £ F 2 74 N
RIFCE X R AR » A0 ~ 25 fI 4 LA R BE S A EATHA R

o e £ fﬁféﬂ %%ﬁ""i«%fﬁ%fﬁ_?ﬁ’ g~ o 2 FRTHEDT R X
T B4 ié'?f%?:/,%;fﬂ:}i 8 AP e 0 1990 &£ ~ > CCOHTA B 4o H = &
SREPRS R 0 1993 £ 5 A DRI E g3RE F CCOHTA 5 &3 4
P& R H K 4 B % 4 (Pharmaceutical reviews)z. 1 (% > o

2002 # 4= > §IE € hE & CCOHTA B 4234 (7 £ I ¥4 % % (Common
Drug Review, CDR) = 2002 # % » & 4 #4= F'gt 5 5 p & ch X 4 #EH L
M2 411,200 #F 4 30T FEAS > FFd H- 35 L K BT
FrenfE e R EATE G B2 LB A nER o § B enp hd A PER R
G- REFEROFAFITE B R E A ET L S Ak 2 R
scchdy d > Fpt 2t 2003 £ > CDR & 5 CCOHTA & 3¢ chihat] ’

2006 # 4 * 3 p F]lEir4# > CCOHTA ¢ ;% :x % % the Canadian Agency
for Drugs and Technologies in Health (CADTH) » H i & ¥ j+ & 352 7. F
S %1,%‘ Pe i & Bz %%ﬁi;}i;f—ng S FTE2 TR R R AIEZFE R B
J B 2 BGER TR E o CADTH 238 545 b ¢ 35 HTA (Health
Technology Assessment) ~ CDR (Common Drug Review) ~ COMPUS (Canadian
Optimal Medication Prescribing and Utilization Service)%# SCKE (Strategic
Communications and Knowledge Exchange)£? CS (Corporate Services) % T i
LRASE o FE BEER FREH R R RN TR &
iR RAANTR RBBEALLE R FRPHE LT
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- i\"f:#{ f‘T-a
(CADTH)

kR EF By i A
4 Gl e 3 E
(CDR) (COMPUS) (SCKE)
CADTH ¥ 3 = B & $ &R & % 93539 -] 2 (jurisdictional advisory

committees) 4 2 & B 2ERREF hd FEF 2 HP T EHRRHFER €
(Canadian Expert Drug Advisory Committee, CEDAC): & § # % & CDR 3¢
L RESLT RO iR S F TR R

Common Drug Review (CDR)

22002 £ 005 0 b £ 2 FHF A s BB auE R s g2
FichapreE Po AR FROERNY T R LA BHF H D
2 4 4 CDR #2002 & 3 7 = * * COOHTA( s CADEH z #¢ £) >

FA AR
PR OATERAE L E o A F 0 E IR g R 2 4 47 (budget impact

H:

FALS 0 22003 F 9% L N4 o CDR A& £33 5 3Pk

analysis) » ¥ 12 & Ll = fF (systematic review) % & Tk F 74 2% - CDR
i n R L L E L 2 ERP R RASE A FPAIREL S - T

&=

>
PR}

&

.

P
1|
ot

i &% R CDR g kb 20

- BERFAFED) LS R RTRAFER F RS Fo AR
BEPEFCFRERE R N8 A RERA TR FFLRER o R
TRl o FEATESEA NS E 2 S TRk F R E R Rk F 2 i B

7; P+ 521%;4%5 AL F R B S A L,;’;}uj%ﬁ@vﬁ A 2 HE
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P i A2 47 #57¢ (economic model) > T (IR B #EE o 47 T AL anTR o H P
BABERTRFTEFERAFELL  AAREAEGL RELRAL Y & -
A BIE 0 ¥ - A facrosscheck © ¥ 3 — i Information specialist §

information management’ o

Canadian Expert Drug Advisory Committee (CEDAC)
CEDAC #_CADTH 1+ | £ 4 % 4 2% ¢ (CDR Directorate) ™ c1% #

g2 - > - Bk ﬁﬁfﬁ(adwsory body) > ﬁ/;a # =@ * CDR # &
FRTETRR R F SRR TR L FARL O HOERP IR NEF L
@ﬂ,:i\‘.;uj)\;ﬁlj : \AT%,#/F‘,I‘},LE#&%] LR T EEk - CEDAC Ak i

:
R RTEB P B SR SAR &

B R e IR 2 3l
ch_";_: 620

CEDAC 1% R £ 13m’ﬂﬂ$ﬁ&@ﬁ{f&%&ngwllaﬁ%

o EE L SRS AL AT RS ALY

1. general practice
internal medicine
geriatrics
hospital or community pharmacy
clinical pharmacology
pharmacoeconomics

clinical epidemiology

e U

health services research

CEDACZ A x# 53 & > %i- P & fj - Lend fenizd
— o ipfio ko FEEE G - Lehd Fdhak o FEL A O HE f g
e
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The Patented Medicine Prices Review Board (PMPRB)

4“5-"’—#\??%"}'%*?'? é/’{'ig"m? ;i’ﬂkm%«f%g—?’r. I%

Rk DI ENF R 0 2§ ﬁ%%#ﬁfﬁ = The Patented Medicine Prices
Review Board(PMPRB) » *t 1987 # ix & ;2% = » 5 - BRpz a2 72 £
-1 #£(Quasi-judicial tribunal)cPMPRB = % ch% 5 3 & < 78 1 H - Z R4 ¢
FEGFATF Y R I g e £ B I F R H

(dm

R R BT R IR R SRR

&%%“WMWBE%%i%ﬁﬁﬁéﬂ%%mzﬁ%’Wﬂwmm%

FPERFCFRAERLGRE CHNPEFAFEF LB RE R
- LRJIERY ok ol pes o B JIE R § {2 X 5] PMPRB
T BRI R AL T B FR e fE AL et )

CRES P ETERE

PMPRB 82 5 sefifrd 38 eh— B4 > e b2 TR v g - 7 <
4v £ % fF4 {%(Health Canada)zt & %4 /4 % 2. = = & 5.2+ 3 (public drug plans)
FHE L % s PMPRB # et 3 - BEFE (board) > & d Feiiy
%m75w%%iﬁ(sa'@£m LA) e BEF R FA
B SRR RO EFo S ARBT LERE EEANT T
®F - =R FE (executive director) > FiFS BINF MP R 1 f F T A %
L E I E S

(=) Fwicfor fFaiTHME
I ZEficfid aiviingg

RRATEAEPI Y ER TR R B ORPATEPEL D 2 18
%é%DRﬁﬂ%#%ﬁiéﬁﬂ’@%?ﬂé%%%ﬁ&ﬁﬁiﬁiﬁi

igﬁ%,l}}i 1;%{%@7 A7 39 fir‘;ei DR%’?%" ‘Sizr’f*pifﬁ 22 18

53



CDR = =% h% h/l o> Fd 34/ e J APy ERrER  #

AR SRS By FRNETREFEG Y B YRR AN T
FIEEF AL SRLEFFLALELRPF YR 21EF 4 01 28K
v i wh e R34 F4R2 121322 CEDACH § %4 » CEDAC*
VB gk RpiEF Y E 2 CDRF A B Lo AN e
REAZA > AN ERE - BADRARFLLERMF 2 Fhent 4 EF R
3 S
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Figure 1: CDR Process

Complete submission received

Submission plus information retrieved through independent literature
search reviewed by clinical and pharmacoeconomic reviewers

Reviews sent to manufacturer for comments

Manufacturer's comments sent to reviewers for replies

l

Reviews, comments and replies sent to CEDAC
and participating drug plans

CEDAC deliberation

CEDAC recommendation and reasons for
recommendation issued to drug plans and manufacturer.
Final CDR reviews sent to manufacturer for information.

Embargo period

|

Request for reconsideration

YES by manufacturer NO MO

Request for clarification
by drug plans YES

1 [

=

| Request discussed by CDR

Directorate and manufacturer

‘ Final recommendation | | Clarification provided and

final recommendation issued

Clarified!
Resolved

Drug plans make
listing decisions

Final recommendation Recommendation
issued reconsidered by CEDAC

/ LT

Original Recommendation
recommendation upheld changed

£ /

Drug plans make Final recommendation
listing decisions issued
Drug plans make
listing decisions

Source: Common Drug Review, 2009
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# 5 T 2 % 4 % 548 = (Patented Medicines Regulations) » % 1| # iy § >+ # &
@ prd = X P4k iE Medicine Identification Sheet » = + % p 4F £ 3247 % {1
FRbd iz pmg Bkl MU ABEREYR > FLET
PMPRB 3 £ i imeh% 1] # 5§ £ F: © - PMPRB 345 Excessive Price
Guidelines » % # #-ZH FPEZER TN > UREFE BRI LHEY £ &
L %o FHATE 1% 5 0 PMPRB ¢ 4 i 8 4% & (scientific review)
AT H AR g~ TRRESE G A IURSTHR S TR LN o

I 4R T o PMPRB #-2#F 5.4 L 4t © |4 372 (line extension drug) ~ &

By I3 /.. —_ ' 67
#E 04 372 (me-too drug) = #f » H T &K 40
® W ATE G aELRY HANEELITES S bAcRTE £ &

B AT 2 B A A %S AT DIN (Drug Identification
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71t 8 & 4 1 DIN - zigst DINs & o 558 5 4p fi » e 9

7

RO EN R ER > 1A BN REES

W |
=

>

SH

m

T
/!

FE SO RTAR SoAR S e 5 A1AT 0 PMPRB MR

BN

EHAEQESF oG e g 2 A SR w0t 2010 #Ed
RE AR G kBT EEDPIRR ST E ARG ATE
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NHS chpf 7+ kiha & & g - 442(76%) » ¥ *h 4 5 B RIFE& 7 12 r
(national insurance contributions)(19%)12 2 & *  § 47%(5%) o YA f T
AARLERETHRBE Y - H R “:E/;%@"’ 3- 5 2008 & 5
27003452000 £ 5 720 H4 0 e G 8% T T AL o e
FO12%R BF bR 4 B g (S

NHS 3 & 3% &= & F R IRAE - AR FRORTE ~ AL F R IRIE 2 FIRIR
B AR FRB LT S ARREFF LT ANREFFEAR
P& 2k % (primary care trust, PCTs) & ) > 2 L 3 N kB A i o > % E
FRAH X ARRELR . FIRUAL 22 FELSF o iR i
Rk paFrvadlabiise F4 a8y 2PCTs & ik
§5 RN FREE o FRABAITE - F 4L 00

N

=~ ERPT
(- ) F&A M § T i B S

ERESLGRRD BRFEL A AR WA ELEEEF
53k K245 o 1% National Health Act 1999 c% 33 i% » fF2 387 2R &
¥ - 7 pd FAchEk(voluntary scheme) s kAR 2§ 2 R & 818 1))

B o & B3 # & voluntary scheme > 4 %] & Pharmaceutical Price Regulation

65
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<: ) %‘g '1{;\‘}‘ ~ "}  Fe 3T iii_?mhﬁi
# 5. ;¥ _EMEA # Medicines and Healthcare Products Regulatory
Agency(MHRA)# 5|3 #5357 2. {4 » 4 MHRA &A% # 5.8 3 5 > Fa 2t

Bt B o F LS FE R R B 0 F LA B L NRL 3" the

A v N 5 v N N s a2 . .
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B 6~ FRELE 2 LA R UTARR

5 EMEA or Department of Health (DH) /
5 E Medicines and Healthcare Products Regulatory Agency (MHRA)
% E - Task: Decision about market authorisation
<0 - Criteria: Quality, safaty, efficacy according to the Medicines Ad on
= = the basis of EJ provisions
-
) !
L o Medicines and Healthcare Products Regulatory Agency (MHRA)
L
;T'J o - Task: Decision about classification (prescription and pharmacy status)
% = - Criteria: Medicines Act 1968 and the Directive 2001/83 EC
0 ]
POM Phamacy (P! o8t
amacy (F) iaTC
v v o1e)
DH consulted by
'E..'“:; the National Institute of Health and Clinical Excellence (NICE)
o 'E - Task: Decides if a pharmaceutical (FOM or F) is included in one of the 2 ) Mon
E (o negative lists (Schedulz 10 “black list’ and Schedule 11 “grey list™); al —* reimbursable
== other POM are included in NHS and are reimbursed at a 100% rate (SLS)
'-IIL - Criteria; Prescription status, efficacy, patient need taking into account
MICE racommandaticns

reimbursable (NHS pharmaceutical)

v

DH and ABPI respectively DH and BGMA

- DH nzgotiates the accopted profitakilty of compa
nies branded pharmaceuticak sales o the NHS,

which is regulated with ABPlin the Pharmaceutical
Price Regulation Schamea (PFRS)

Free pricing

-~

- DH negofiates with BGMA the pricing of Scheme M
Qgenencs

PRICING

- Criteria; Expected profit, capial investments, R&D
expenditure and promaotional cost

v v

Out-patient

Source: OBIG, 2006.
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2. 8 ¢ # & 4% : NHS 2 Drug Tariff 24 s & § R H478 v ain

e

REENL B2
& PPRS i fdp AT » A E 22 37w A 57 A

EWP & B RES AATE Z(new active substance) t 7 3F ¥ HEFTE
(RS2 FEP DT E2 P Ginu ¥ ER78)  PPRS 7 %7 iz

P BT P d 37 R A (initial price)

&

7 E52 7 E(strength)M s chB T B 2 BFWRG A 52

3.3 L@ HE(EMEA) S ¥ FI(MHRA)% 3 LIFTF & 1 3 37 it
BERFE - LRAEFRE DR IL IR FTE - REEE):
BRE S FEFEANREER DR L A F2IRBT AT ERE R
%i&%ﬁﬁﬁ&ﬁ

(1) Ap b 3 I & Fenif 1
(2) #5348 5 2 # NHS HR

(3) Toh H# &G &

70



FLELHITE
% Drug Tariff snPart VIII 7 - & & % 31 & & 5 = * 5> 4 B 5 category M~
category A {r category C » H & i} i f37 4T
1. CategoryM: d @2 IREEF TALRMP PBRFE2ELZF DTS
Ty Bl 2§ L8 L- o $UITIcspr & EEL D
& > 2§ £ 4T 5(volume-weighted average price)si> 3¢ K3+ 5 T
- FERA AR M A GRS T G FERIAT 2
PEOWAINLHFRB AR R BRI FFRRARELY
’Fé' 5,75,76,78 o
2. Category A @ 5 5 B>~@ e, HE 23 %t d A 38T I NHS
Business Services Authority > & 45 = 7&: 7 (AAH ~ Alliance Healthcare
Ltd ~ Teva UK {r Actavis)# # e T 35§ (1 Ad7do 2 F 1§ k- 8)
k- o pief® > & 0 AAH fr Alliance Healthcare Ltd i} 1 4v 1 &
20 T A BEER R il 17
3. Category C: &% % 28 » B &R 0 frd Mikfpd Ly

BB REOHR AT

373& ¥ 4] & (Claw Back)

e R FBE SR IR T AR S R B Y R oo B R T

B VS AE NHS & B2 & 5 v 1 K& (70 )it (sliding-scale
deduction) 4728 » @ H # B 2 e w b B R 24T B ] 508 4w T
Fo—ddm T FERUNER 10.5%ITI T hil REEE > A ITE T LT o5
9.24% > FAe i 77 1T 1.26% P18 > T ATR T R T @ B A SRR

oA A B TR A ]% »]:é,pﬁ{ma Lr)jé’;f:'m'f F;76

71



(z) EFAE

B BB A AT o PPRS 2 {14141 R 2 § 4141 & A~ %)
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1. B & % NHS m}%i&lﬁ%ﬁﬂ@ﬁ 0

2. S R AL > FHEEAE I A S FF AN KRR FH S AFELF o

3. P NHS & H &8 & = [ e 238 {75 o
a4l

AfFEd 282 ABPI eh£ 28T » i7= X chPPRS 4 & 9 %97 F 24
NHS 5 o a0 452 > A5 5 1993 & 10 7 692.5% ~ 1999 £ 10 7 <

o

45% > % 2005 & 1 " 1 7% c%c n% 73,76
FAERFR AP TEHT A SR RAFS AR 2%DE G

. repay to the department > 3% 588 i 238 = L 2 ehig % & 7% 55 AL

t 2005 & 7 PPRS % #.7 > ] F

— T
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2 1% _Medicines and Healthcare Products

Regulatory Agency JEF F 5 ¥ ¥ 2. {8 » 2 » 2 > n//T\ 3
=4 %\'}’Jid 73,19

FAR e
EWG A B E e &7 - Bdp 4 General Medical Services Regulations

¢f1Schedule 10 37 2> f & black list> & 4z ;‘1 NHS # i+ Mﬁ-%g R g
97 % (s ¢p ~herbal preparations & ¥ - B {#F:, 1%_ General Medical

Services » fi & grey list » % ﬂﬁcﬁ“ NHS *24 ML%? EF Ao R L Bk R

, Lo - . . g 73,78,79
£ )]% AEHEPEY B 2 2. % 5 bl4e Viagra 2 Nizoral cream °

BRE LG VF A K PR (primary care) £ %5 f PR 3 (secondary

DA FEEF R 2 b5 $ 1
% R BB w NHS ¥ 341 kb B2
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ey 3 o3
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COBAARERERRT A PRI E

F? frd 7 1 5L
##c® o @ F_3 payment by results(PBS)3> ;8 ¥ - NHS % 7° o PBS ¢
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ERI LG RIS D U A o A F L pER prescription
pre-payment certificate (PPC) k & 2 ™ § et *Lo AT =% GBP34.56 i
Bz ip? HrUHPPCr e - f GBP95.30 e & 5 — & B LA PPCe f dp *Up >

BRI ARG R

( 7 ) B & % #irps T (Risk-Sharing Agreement)

B B NHS & B 455 % % 2 1A i g (multiple sclerosis) sh % & &
TR G A ELA T o AR R T 0 FESEHOTR T P E R L ahin ok
$ G EPFEHE RF AR R E R o T b NHS » 45 4555% 531
¥ %% (multiple myeloma) < bortezomib & i 7 & +7 b '& 4 #iph T o G F TR
JR3E5 © F 5 bortezomib £ G 3 e A 3 B PR OTRA f1E 0 2 NHS 177
FR{ECESEHT P BB m A F 208 0 FINRPFERE
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-~ EERGHAMPA
B g IR T 1945 EE 2 0 N R S HERER G WME LT

TR ErE A REE o H Y L BRI A L X ks S @—‘F‘T %' (general

self-employed people)™ o 2 B3 96% A Tk F g = < F'% L Ap > T
RHBEE R AR S f R R ORE A  AFELERES T -

Bl RBNRETE B ELA R B E 22000 £ 0 2 KRR G
BF R MBCE L A ZaE 2 p 2000 £ 71 > X iE B %% 2 (Universal Health

Coverage Act, CMU)F *6 {5 > TR 2 WEZF A X > AT T A RA G
B2 AR 2 FRTLERA 0 TR R R DTHR

ERAEELSGFRATA L BELR -PE AT R RS F
LV EHRE LR RS BET SRS RSN v
12%%%%%“’@¢%%ﬁ4rﬂﬁf&ﬁ%yw%%’iﬂﬁﬁi
NEFA R DB HAIED o hepR T LR A BRI f S - A 2000
£ % CMU {85 fird 5 BT~ = pE§ i %40 % > f 2 Complementary
Universal Health Insurance Coverage, CMUC > H X & A v X [ 7.2% > F]* &
i B St R At eh A T AZE 90% Y o

ZREEREM FOMRLE KA RITE ARG R RG> BRI
Fr 2 B ROIRAEEORER H  FRIRAED W B ROFFE o2 Fhd i o
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GE PR F AT RN B A
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M r 2 RGO R i kL AR f S
= %1}' ¥ 7
(=) BRI 2 2§ A M 181

ZR#2 5% 4 F € (French National Authority for Health > f§ £ HAS)

HAS 22004 &# 8 * 13 p A »xz2 2 A EEF GBI F%% > 52— Jb
S AR A AR S R Y > AT - B h A

R € Transparency Committee » 3 & f § £ 5i=R T ¥ » ¢ FEHBF ¥ 3

N2 BEREETRACE A TN E LT BN G & AR
82

A

=% S%0 2t 2008 £ 42 HAS + R B2 BFREFELGRTER
Transparency Committee ¢ 20 =2 L L jgcht R
-4 —ﬂﬁw#ifgﬂ?\gﬁipggﬂ?\%gﬂ?\ﬁ {%‘fﬁ:{;o.ﬁi@;a .HE2
SrA g AR AR 2B I RG Y T g R 15 3 e
HAS f 3032 R 40 4 s R BT R o
Transparency Committee i& 3 HAS i& {7 cn# R3T 5 48 2 /4 2 % 5. o0
Tk F (SMR) ~ % 5222 35 {7 00 % > Vv 2] e L A2 R (ASMR) Y 2 TR i
g% AfgcoHd P > SMR * kit iE UNCAM /&2 % i+ & ~ASMR ¥ 5 CEPS
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AR B R e g m AR R A Bp] 5 CEPS R P ai it £ 5

1. 2 52§25k 2 5 (SMR)
(1) i 2 248 RoE o o8k 22 5 #28 (SMR) » #-2 2.4 2w & !
Major(important) ~ Moderate ~ Low(weak) -
Insufficient(inadequate) °

(2) # 7 SMR = d T % 6 B 7 o A 4o T 3

® GE R B Aviiiang] Eh
® ERATICRZEREREARR
O UEEGROE Ao LY & T n ok B fF
S -
@ ZERALKE NV il o Aok - RIS 3’?9/’/\?}%
® LoXiA o ERP WA REALE )W
ik g g
2. BRBEIRF SR O 2 it d 428 (ASMR)
BIEEE B RE A BRI L AR RV RERL
I‘&SOSZSSZ

(1) ASMR I (major) : 2 ATipRpAfst > ¥ % K= X LERF LG

7L

128
(2) ASMR II (important) @ ff safe/2 & (5% 5 15 &£ & sx
(3) ASMR III (moderate) : ff »afr/st @l (£% '8 M5 ¢ B i

(4) ASMR IV (minor) : £7 3075 &

et
B

L
(5) ASMR V (no improvement) : ¥ I3 25 5.0 fim 5 s L

77



w2 A 55 %% B € (Economic Committee for Health Products > #
CEPS)

CEPS i & = 3% % 1395 transparency committee & 315 3§ & #7422 3% 97

ASMR #f%] » k372 S HE RN R E o 2 AR LS L EH 2R Y
v oREs i T
Agreement) » ¥R B | E L L BURFREE B ERR D

CEPS i - BN g ledend f ¢ - d Aphi s d i » A f 5 %
3 % f (President) : fh> & o @ 2 f Bav = &
Bl i =% B (Vice President) : fb* & R

Mg E IR A -

BEE N ¢ ML LEEM § § & 5% 1+ 3% (Framework

Tt ML - =
I EINE L - >

PAFCIR A & - 1>

The health insurance fund for salaried people = =~

His % A N4 - =

ARSI R A B IR A -

g AT FREFEEFLINE - 2P EHER)
FERE B -2 ERTHEIERABRE R ED 15T K in
v AL R P F &3 HAS/Transparency Committee # i e7uE ZR3F 2 » 11 %

[

-~ ® e e e e e e o o o
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UNCAM(National Union of Sickness Insurance Funds)
UNCAM # 2 B = < 7k ¢ g 4 e~ 8 o iz Social Security Code » f
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2004 # 42 » UNCAM i% Transparency Committee #% & 2_ % 592/ 3T 7 (SMR)
FRELE A RREAR LR FRLEH L F P
(=) F&Lf s LR Trgig

1. - S Z AR

FESPALD L RF A HASHR O R~ ZiRsd 2 o 2
Transparency Committee % %2 F2F G 3F 2 » 4 N F ¢ 28 7.2 f2/k %
(SMR) ~ # 52 {7 o > 54900 2 e 2eec L 42 R (ASMR) » 14 2 FE fz i #
A $c » CEPS % Transparency committee & i& e% 55 s L 42 & (ASMR) %
TEhe @ A BT R T T E Y R R ¥ d UNCAM - 2 8 550 i 5 o
# CEPS 2 UNCAM = =37 2 L[ F2 7% > o fpd Il g &5
2 % A5 3% Official Journal 2 4 7] » ' i 2 558 > 22
RERE LA FT R AR T

AEFPEREA S G 0 SR e FE 1988 # 12 7 31 p 89/102/CEE 2 £ (7*

=
Y}

# Transparency Directive) * A B 7# ¥ WA e AR R Sl IR NS
FEAZ L PLE 180 % Mo $345 2007 £ St AL 0 BB B HAS & 21Y 33
BRERELGHT 146X > HP s B 2B T57 114 % > QR ELIHT 256

Zom ¥ - R E 35k Si(fast-track price notification system) % & 35.%) 76

< 80,

2. RIRTE i T AR

p 2003 # 4= > 1395 CEPS & iy = ¢ * & LEEM % 372 2003~2006 2
% 5.5 i # 3k (Framework Agreement) » 55 ASMRT & ASMRIII 2 £] 7%
s T g 2ok Si(fast-track price notification system) ;> d B FF p o
T A ARTE RN G AR o AR RARR L O RF T

® 4% ¥ % pre-application = CEPS v Transparency Committee > & = CEPS &

79



MaER D R 0 Transparency Committee ¥ i
CEPS # 2
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23k 0 @ CEPS at *t 75 X 2. ip = =

%m%ﬁm;%’a@ﬁ%ﬁﬁﬁ’j?ﬁ@SEfﬁﬁﬂ

S MR R AR 79.80,82

ASMR = 13 IV 7 iR
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R E AP R LM R U AL

EMEA / Mediclnes Agency (AFSSAPS)
Quality, safety efficacy (Directive 2004/27/EC)

MARKET
AUTHOR-
ISATION

v

Medicines Agency (AFSSAPS)
Categories: POM, OTC

Transparency Committee
Categories: Reimbursable (ASMR 1-5), non-reimbursable (ASMR &)
Criteria: Medical benefit (SMR), improvement of medical benefit (ASMR)

CLASSIFICATION

reimbursablé (ASMR 1-3) non-reimbursable (ASMR 6)
¥ v

Pricing Committee (CEPS)

Task. Individual price negoelialions wilh
meanufacturers within the framework of
Accorc Cardre between CEPS/LEEM
Price natifications for innovative pharma-
couticals

Price declaratinns for hospital-
pharmaceuticals

Criteria: Evaluation of medical benefit
(SMR) and improvement cf medical bene-
fit (ASMR))

Expected sales

External price referencing

Free pricing

PRICING

v v

National Union or Hzalth Insurers
(UNCAM)
Task: Decision on reimbursement rates

Criteria: Evaluation of medical benefit
(SMR) and improvement of medical bene-

Mo reimbursemeant

REIMBURSE-
MENT

fit (ASMR)
Industry/Importers

o

2 : v

[a] Hoepital pharmacies Pharmacies
o

|_

o v v

(]

Out-patients

Note: The ASWMR rating (reimbursement status) is independent from the prescription status (POM anc OTGC).

Source : OBIG, 2006.
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4 e F] s B vsc £ 428 (ASMR) A i &2 CEPS 3k 2 1 & 713 ¥

7| 5% ASMRI~ASMRII & ASMRIII * % = & 35 4 & £ % 7 42i6€40
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3. L&

A 2009 % 1% 1pde & o8-

LW SRR FL

J;i%i,i’rg AT

&Rk 2T F AR R (SMR) 2 5 5 B € & » UNCAM #-2 5.4 71 3
65%% 100%z 87 %t F 5 T3

-
F ek

* 2

i+ R %

- e 343

50%)% o ¥ ¢
AR ANEH23 e F LB Bk
b2 ﬁ‘-%gzo&

2

e it Fd UNCAM -3 0 & v &30 -

I‘f—f I —1-% 828385:

“/\'Aj—i

A 10%~45% 2. Y e 2R 2k w4
F AP B R ATC~ fple 5 £ 3 ¢

% 9 CEPS 372 %o

% 7o ieyf HAS $ 2. %
0% ~ 35% »

AR 5% 2 A F o ik SMR & B

& SMR A& %t
Kagy R |

BREBpp2 %5

Major 65% 35%
Moderate 35% 35%
Weak 35% 35%
Insufficient 0% 0%
=" Fet d4R
(=) Fatdfm
kAL ¢ % 2% (Social Security Code) % > i# Bl «hi i & &4k & o & 7141
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2

ERES
Beoe® b EE L heied o V- L Ex a@uﬁ%ﬁwﬁﬁiamoﬁﬁ%
¥]% % transparency committee $% & 1% B2k 5T 5 (SMR) e 5 3F £, »

%5 i & F % 3R 8 2 T2A(activity-based costing 4] & - #f 1”7 DRGs
LHFIR) Hfe £ A H B T 0 42004 £ Frr FHHEL A
d & FRaB S HEE p L B (Daily Tariffs) £ & > p 2004 &

Avo RATRE RS G 0 F B 47 %5 T2A(activity based costing)#] & > % %

-

/3\%'?-‘435’\5 P AP R F A F(F 2 0F ~ AIRTES WohR
B p A N2 ER)E U T2A N A Ed %ﬂ%@f,wg Ay iF
» o

fi‘m@i&-@l&'—%&dfg,#—ﬁo' 5 E 2

“%yAfA%%AW@%ﬁﬁ’m@maa%zsﬁﬁﬁ%%a%@

MER T o CAERER R AR

3

e £ ¥ (percentage co-payments) » & % F3R A L F{o 2 IREH
2 Beni B > 4284 d complementary health insurance % i *

16k T ehizd ~RET B 2 245 2 =L p2 B
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¥ HKRAFEAAGRERIZZAAGHIAR
-~ BBREEGRFIRMA

B P 1883 #A=pliEit ¢ g ] 2 R A S 224 RigH R h
Bl Foo AL € i o Bl E R L BB g o AL € a2 — 304 - LRI
FrA EARFELER R 0 AAR R Y o W iz £ R B2 Uik
%'z (Statutory Health Insurance)7 = ~ & * i B

Vel

® Ml eE TN MR g b m.ﬁ v R Sbe ik TR R oo
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® ARG A lAZEAS0 R R mA s g f FE LR R o

® ifFFiEiRARELpLAR DY LARFERFEER -

RAFEFENRESLHZAL  FREAH > A BEZFFE
TEFS e Rle ZARREPEIED ~ ARk b RERL Wk F5
GRmAH  RWHH 7= BHE T EERMIER RGO R A
FREREA) P BAZREE AL R L RETFD L BARBALE
frAdded WERARBAEER GO FALIES 0§ 1994 E42 0 K
Fram TR e S HAT ] 0 5 E ) B (T AT s 1 i A
BAROEcG AR R G B A VR R IR A A

RIEFEH A 2PE Al FE2 9 flef UHRES AT L8

BN 1 5k
(=) FRicfi s 46§ a3 an B

GALF 0 B E SO} M SR S AT £ 4 R ¢ (Federal Joint
Committee » fi - G-BAY™ » 2 % 5t 1 437 %f Merthip s Bk 4 ¢

W

88 20 £ ¢ (Federal Associations of Sickness Funds) e
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3. Lippxﬁ%g:wmmﬁﬁ(%a’“2m4ﬁt N S NG NS
Wk 4 B ) -

4. ik i the Institute for Quality and Efficiency in Health Care (IQWiG) ¥+

ap
7

& 2k v 7 375 % (clinical effectiveness assessment) » j4- 7 9Rut 2 &7,
AT f oo & 7
ALl r Sl Ao 22 FELLA 2B E > w IFEE
Pog itk o - mIIT FELE R L REAMFREE AL = ERE
BRAEEREA AR LAEEREA O NERE - FHE -FEEAR
REgE- ¢ F > T4 bpt RARRKERE T EFERITHR
P AR ERT e BALRE 0 AMLFSEELR § (the
Committee on Ambulatory Care) ~ & %5 FriRAL 7 B ch% B € (the Committee on
Physician Issues)~ 7 #* % % A ¢ (the Committee on Dental Care)ﬂfrg5 P PR
% B ¢ (the Committee on Hospital Care) ©

Institute for Quality and Efficiency in Health Care (IQWiG)

The Institute for Quality and Efficiency in Health Care (IQWiG) = = %
2004 & > 5 - BRZWHE AR E TR %‘f‘flﬁﬂiﬁi%?i P F o M
R IQWIG T2 22 F R * > 4+ 3 T ERLEH > A LR/EF

‘%ﬁ

e
|5
o

24

3Tz (evidence-based assessment) e 4 > pR B T BE AR RY (T 2 * o
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IQWIiG i ¥ o 20m £ & | ¢ & £G4 304 303 (7320 > 3 84 F 5 fp
J& »c % 3= 2 (clinical effectiveness assessment)3t & % i 12 3% *°

2004 & & > IQWIG thiz 55 4% w0k 22 5 32~ » 3% 2007 £ 42 » The
Health Insurance Competition Enhancing Act #§ ~ IQWiG iz 7?2»% Fl > R
IQWIG » Z 4& % F.ans A2 F %% » T % ﬁ,%pfi FiE T R
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& (non-prescription drug) ¢
] %ﬂfﬂ,ﬁ#f@jﬁﬁﬁigg??ﬁﬁﬁ&mo

foo
% % & j&_European Medicine Agency(EMEA) " 4_the Federal Institute for

Pharmaceuticals and Medical Devices(BfarM) & 3| F & 25 ¥ 2_ 15 » T d B =R B3
Aiﬁéﬁ—aﬁéw—a? FEH c E LN HE S BAME LR 4 AR E
w2 RIETH 0 B PR AT & r/#éfiikg‘i{%i%%igg”mo

B 2007 # 4= > the Institute for Quality and Efficiency in Health Care(IQWiG)
Bt 2 5F 05 2 & s %k 315 (cost-effectiveness analysis) » 3 $& -85 2085 £ %
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PNt R ST R T

Z =z
oo . . .
- EE EMEA or Federal Institute for Drugs and Medical devices (BfArM)
L
£ 2 {i) - Task: Decision on authorisation
% % g - Criteria: Quality, safety, efficacy (Directive 2004/27/EG or German Medicines Act)
<
23
4
$ Ministry of Health (BMG) and Federal Joint Committee (G-BA)
- GENERAL PRINCIPLE: Every pharmaceutical that has received admission to the market is re-
imbursed under SHI except for non-prescription drugs and drugs explicitly excluded
- BMG: Decides on the inclusion in one of the two negative lists for minor conditions (SGB V Art.
34/1) e.g. cough and cold remedies, laxatives, travel sickness products and mouth and throat in-
fections and inefficient pharmaceuticals (SGB V Art. 34/3)
- G-BA: Decides on exclusion of pharmaceuticals not considered efficient and on non-prescription
drugs that are exceptionally reimbursed under SHI (Directive on Pharmaceutical Care)
t f
reimbursable pharmaceuticals non-reimbursable pharmaceuticals
4 . 4
- Federal Joint Committee (G-BA) - OTC-drugs
E _ _ o _ (with minor ex-
E - Decides if a new pharmaceutical is innovative; ceptions)
g - Grouping of non-innovative pharmaceuticals into reference reference pric- - drugs used for
3 ing groups (SGB V Art. 35/1): minor conditions
= Group 1: identical active ingredient (eg.  cough,
% Group 2: pharmacolog./therapeutically comparable, one active ingre- laxatives, etc)
dient - lifestyle drugs
Group 3: therapeutically comparable, more than one active ingredient
innovative non-innovative
pharmaceuticals pharmaceuticals
. Federal Association of Sickness Funds (SK)
No  reimbur-
sement limit - Setting of the reference price, so that one third of drugs
is available at or below the reference price
T |
¢ Prescription Prescription Non-prescription
¢ drugs drugs or OTC drugs
¢ / if reimbursed ‘
Manufacturer | Free pricing Free pricing
0 :
% Wholesaler Regulated dispensing fee (fixed mark-up) Free pricing
x :
o Pharmacy i Regulated dispensing fee (fixed-mark-up) Free pricing
. 1 T
Y - Y
| Out-patients |

Source : PPRI, 2008.
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2 g 95,89,91,94 _
F

— 2B S s Pk o) ., s P e Ly - = B
S @I FVOELTT AN REEHT > ARa ?L}f@igr\f_&,

(OTCdrug)% = P FEsR @A A 2 E & 4 g3 f g #7027 - LR
% 1983 & B 407

‘mﬂ

WELATPIE D L G A2 SRR AR B

ST P o f B A ERL &G w4 g 2
i

4. % - L RO HORKRPER dop B E o IFE 2 2HRE FL
CREE -

5. % = 3¢ 5 V& > F "(inefficient) 2 5. > 7 2T F p A p R o E I L
FEDFH P B b S anBERE G SNk AR I

A4

$ - ER 1983 EAT A P ¥ Z WE S R P 1991 #
A2 4 %> @ “Life-style” % & % 2L ™ % 50> 2004 & Health Insurance

Modernization # % 7] 5 % 3% & 5 o
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EESAT G PYERSIHERSP AL AR R 20 il #

ANz FEREL L gém%&ém;}gﬁﬁ:ffa;}gggﬁ&f&ﬁﬁgft’iiﬁwj

¥ FR R 2 & ¥ 2. P #(individual volume targets)e & 37 Z_i# ¥R 3
SRR PR FEF AR - ERRE LR 2 SR R
AR EERFIRAFE T - EEER 22 E LSRG LB PF
FREPFE RS FT R AR TR PR - P T
FE - BIRR AR AIRBA TR 2 EL2 Il > RERBEPF

FeR2piRe e Fimichpm fo DL RRFFRF2EREL D
g 9791
e

BB RS G o0 p 2004 EA G FRIRIARA 42 N d P R 5 4G
@umGﬁgﬁ—iﬁﬁﬁﬂﬁﬁﬁ#%%iﬂ)wi&%%%%?ég“'
PP B 7y %5-‘},%:%’39*%“ B IVAN 3 S I me/}é“w%’*?rv’;%#iﬁf’
B EEE T bk S 3N pd(specific additional payments) @ & * gt 2

H3 NehBRe s ppBpifcifieiks 7
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Process to gain PBS listing for registered drugs

Sponsor

I
Pre-

sub- T
committes
response ESC
| 2
Commentaries DUSC

& overview

Pharmaceutical
Evaluation Section

Drug Utilisation
Committee

[DUSC Secretariat]

[ESC Secretariat] |

Commentaries
(including
usage
estimates)
Major
Applications

[DUSC]) &
Economic Sub
Committee [ESC]

I
ESC/DUS
C Advice

Pre-sub-

committee
response

E—
Application to
DoHA for PBS
listing, prepared
using PBAC
guidelines
Registration
on ARTG
Same drug, _ v
new/same Minor
farm and Applications
strength  |777777777 Ld

T

Decisions and

pusc
Secretariat

T3

Winutes

1
:
usage estimate

(potential =$10
million)

Optional
applicatian

v

- Megotiations on price
by PBPA Saecretariat
with spongor

PBAC process - 4 months

Generic Drugs (with same price as existing drug)

Registration
on ARTG

hJ

PBAC Secretariat

PBPA

Acceptable
price

PBAC i
T Positive
," Recommendations
'
i
Restrictions
Wiforking !
Group Advice
y
Negative
recommendations
No PBS listing '
|
|
|

Unacceptable price -
options are:

- no PES listing;
-sponsor refers back
to PBPA with further
information;

to PBAC with further
inforrmation

Cabinet”

?

=$10 million
|

IMinister

FEBPA process - 5 months

Source : Pharmaceutical Benefits Pricing Authority, 2009
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Angiotensin converting enzyme (ACE) inhibitors

Angiotensin II receptor antagonists (ATRAS)

Calcium channel blockers (CCBs)
HB2B-receptor antagonists (H2RAs)
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® The HMG Coenzyme A reductase inhibitors, pravastatin and simvastatin
(statins)

® Proton pump inhibitors (PPIs).
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