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Executive Summary

It is crtically important to promote the public health of the Korean people by
enusring an optimized and rational use of a drug. However, the Drug Expenditure
Rationalizing Plan (DERP) is lacking a balance from the beginning, focusing only
on the pharmaceutical industry among the various stakeholders. What is worse is
the fact that the other stakeholders, without their knowledge, will end up sharing
the burden of the adverse effects of the DERP, which is likely to fail because of the

following reasons.

No evidence has been found that price control is linked with decreased drug
expenditure. On the other hand, price cut seems to increase drug usage, leading to
an increase of the total pharmaceutical expenditure. Price control and selective
listing of a drug in the National Health Insurance Plan (i.e., Positive List) will
unilaterally favor the bureaucratic monopoly power of the government, making
permanent mistakes of the public health policies that have been aggravated in
other sectors. Additionally, restricted access to pharmaceutical agents will
deteriorate the health of the people and build an anti-industry atmosphere,
accelerating the process that all the stakeholders become a loser.

Cost-effectivness is neither a universally valid nor the best criteria of selecting a
drug treatment. Price cut, coupled with the inadequate legal systems in Korea to
protect intellectual property rights, adversely endorsing an imitative free-rider,
will shape a shameless society that has no respect for innovation or is not willing
to pay the price of it. Consequently, Korea will enter into a seriously less
competitive nation. Furthermore, at the very core of every pharmaceutical policy

are patients, not products.

When you have a hammer, everything looks like a nail. When one has a powerful
hammer of control, he is easily tempted to exercise it. However, the fruit of abused
control is pungent, ailing all the stakeholders. The DERP should be taken back

with no reservation.
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DEMAND-SIDE REGULATION AND INCENTIVES

Pharmacists
eGeneric substitution
*Profit margins

Physicians
eFinancial incentives
*Drug budgets

*Prescribing guidance, data
and information

Patients
*Fixed copayments
e Differential copayments

\‘\ sReference pricing

Expenditures‘ = lPrice‘ X

N\

*Free pricing

eFixed pricing Suppliers
eFixed reimbursement eLower barriers to entry
*Profit regulation

sReference pricing

SUPPLY-SIDE REGULATION AND INCENTIVES

a9 1. AN (&L AREE T4 L £8% 84 (27: Mrazek M., 2001)

5 Bass NM. Intravenous albumin for spontaneous bacterial peritonitis in patients with cirrhosis.

10
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[Editorial.] N Engl J Med 1999;341 (6):443-4.

6 Mrazek M. The impact of different regulatory frameworks on the post-patent pharmaceutical
market of the

United Kingdom, United States and Germany, 1990 to 1997 [dissertation]. London: London School
of Economics and Political Science; 2001.

7 Vogel RJ. Pharmaceutical pricing, price controls, and their effects on pharmaceutical sales and
research and development expenditures in the European Union. Clin.Ther. 2004; 26:1327-1340.
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s, 3P, 29 B di FEE Gt 53, st A4 92 4y
7 EgsteE A NEE FUE 44 FUe B8 ol BAE A4

& peroltha

1 FHIE 7= ot B4 AP E (£3: Mrazek MF, 2002)

EU Free Fixed Cost-effectiveness  Profit Reference Applies to Applies to Applies to
country pricing  pricing pricing controls pricing in-patent drugs  multi-sourced drugs®* orct

Austria N yes yes ves
Belgium v ves no no
Denmark | \ yes no yes
\ no yes no
Finland y y yes yes no
France A | ves yes no
Germany | yes no no
A no yes yes
Greece y yes yes yes
Ireland \ \ yes yes no
Italy \ y yes no no
Luxembourg y yes yes yes
Netherlands \ \ yes yes no
Portugal \ \ yes yes no
y yes no no
Spain | yes yes yes
y no yes no
Sweden Y Y ves yes yes
y no yes no
United Kingdom \ \ yes no no
\ no yes no

*Multi-sourced drugs — brand name drugs that have generic equivalents.
“Over-the-counter pharmaceuticals.

= 5], ¥ 2 ol TAE AHH THAE AA FY I I T A
o gyt oS FA8 gl =, 749 2 (purchasing power parity)S =A%

Het T4% oF7F X 47F 1989 o= 42, 1990 Woll &= 49 & 29 dl(170, 1990

d) = 9=7(120,1990 WH)oll Hls wi- wEokth g auh AHQlE B 2d A

e BT 3, Aeke] oyt FES HuslE §ARE AdE KHelth R

=, % 3 ok 599 o1 100 o2 AL W FAAT e ArA op)

10 Mrazek MF. Comparative approaches to pharmaceutical price regulation in the European Union.
Croat.Med.J. 2002; 43:453-461. 53+ Ess SM, Schneeweiss S, Szucs TD. European healthcare
policies for controlling drug expenditure. Pharmacoeconomics. 2003; 21:89-103 &= #*3}7| u}g+
o}

11 VVogel RJ. Pharmaceutical pricing, price controls, and their effects on pharmaceutical sales and
research and development expenditures in the European Union. Clin.Ther. 2004; 26:1327-1340.
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Average ex-manu-
facturer’s price per
package in PPP*

Country 1989 1998
Austria 53 a0
Belgium 64 110
Denmark MNA NA

Finland 65 113
France 42 49
Germany 83 113
Greece 49 71

Ireland 83 103
ltaly 70 88
Luxembourg NA MNA

Netherlands NA NA

Portugal 96 134
Spain 54 84
Sweden 105 170
United 88 120
Kingdom

£ 3. 499% FHE9 APt A4

(£3: Ess SM, 2003)

Country Price index Difference
from 100 (%)

Belgium 122 +22
Denmark 107 +7
France 98 -2
Germany 100 0
Greece 69 -31
ltaly 104 +4
The Netherlands 106 +6
Spain 77 -23
Sweden - -
Switzerland 160 +60
United Kingdom 110 +10

whebA, Tepan] Hgsh el o] Bhgatev Zapa, el 2uAAY o
F& o7t FA s T e WA FAE 7= ofAM] AE
Bk AAR Akt A9 F750 AwAsl @) oked, ke )
Hom A FAR dEds, 292, vtk §2 (& 3) ofAH] A&l B2

12 Ess SM, Schneeweiss S, Szucs TD. European healthcare policies for controlling drug expenditure.

Pharmacoeconomics. 2003; 21:89-103.
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Aow ool gk, e, AA 2 guitje] Asls} BEwo

= S0, Mrazek o Wt2d FvjalS =AY o 1999 @ T o] <l
T FE AN AEL $283 AL o] AHor E o7t AAE FX
g ®ek=($97), UIET=($160)0] T, Al Hlol ek $ASTh % 4 9 19
2% o] AMES F o SHEH BelEn F, Al 2P, s, A

1] 1996 W U F FAIH] A& ZH7F $632, $389, $351 = ILofb=<l
E &= ($150) = wnta($156)H T A E=JTHE 4). TUE=AAHGDP)
A 7)o

Y] % FAH] &S EA8 28 2 & oupErbA otk oA,

GDP thy] ofAM] Aol afrl=ru} A3 EAths Aot

4. 29 I7HE9 dUF kAlY] A& (F4: Vogel RJ, 2004)14

(6)

(5) Per-Capita Drug
Per-Capita Drug Spending as a
Spending ($), Percentage of
EU Country 1996° GNP per Capita
Austria 191.58 =
Belgium 32083 1.2
Denmark 15557 0.6
Finland 18245 0.7
France 63143 26
Germany 23380 09
Greece 38893 23
Ireland 202.24 0.8
Italy 37202 1.6
Luxembourg 27889 0.6
Netherlands 149.67 06
Fortugal 27856 1.6
Spain 350110 1.8
Sweden 20622 0.8
United Kingdom 23543 1.0
Total EU = =
United States 369.59 1.1

13 Mrazek MF. Comparative approaches to pharmaceutical price regulation in the European Union.
Croat.Med.J. 2002; 43:453-461.

14 Vogel RJ. Pharmaceutical pricing, price controls, and their effects on pharmaceutical sales and
research and development expenditures in the European Union. Clin.Ther. 2004; 26:1327-1340.

15



oNlt HYAIY EE SHIH| BV Yool SHE oI

1.4 - 0 1980
1.2 | B 1996
1.0 -
0.8 -
0.6 -
0.4 -
0.2 A

0.0 -
IS N N RN S SR (\b \)‘L"
@} 6\‘} (i'p &\é\ @ i
F QQ’{\ < P ©

Drug expenditures (% of GDP)

a3 2. GDP tH] FF <AH] & WE-& (F4: Ess SM, 2003)15

Ess 5& o eg Aol e thet 2 AR Ygirhi
“LoolE F oAl AZo] A aulFe] ekt AL AAY Fot

ok FAE AASE vetlA AN AFo] gaurn mold @t

ThAl Zel ke SAITe=A w7E AAle] ofAM] A Ee] didva F
A g A A7 glvke Aotk AR o] A2 Ui uE Fdt Aol
Tk vk aF, oFAIM] A& o7k} of AM[ge] wom
Hol, 29 1o =AE AXE ofrkeks 2] of AR oy 7pA] gl
- RES BA AHE - FH 2450 o B2 JFS v, L3
of7fel oF sm|EFo] M2 HgAQl Qawta & whek offdl TAVF flth S

S
b7k Welsbd of zmFel Sk AAY of Fe AR AdH Aok W

lo

=
=%, AFs 7He sl deArls HetE @A A ey, o

£ g AT AMAE Falel 247 ok FOHUE o]t ofu] o

15 Ess SM, Schneeweiss S, Szucs TD. European healthcare policies for controlling drug expenditure.
Pharmacoeconomics. 2003; 21:89-103.
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oh. 28y, A% 2 A= DUR A7t Fils 8o, 1990 | ol Y
Aol= gxtol] thalf #3F%4 DUR A=E A3t o & vzt & 3 |
=AR T AN 22 A 5a9E 2ARA e KT AR
thosel M AAE L Qs A o] Ele ol&3 AIFY Ee $414
DUR &= AW el 7Hdelu o841 udats A3 7PH LA 0] <4
A ey ATt
= ARe] mig- gatH o)X a7

Al oF7F S Aok ofAm] AEo) AR Eoteal AT Hde A
Hsle= ol 9% A 2 Cochrane Collaboration < < R &3 XAk}
b7t Ao ans EMgcta 1y, oL o

=
= =
Anl Hga gekiol T3 s 2, AEAQ ok BA 4] avE 3
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453 o=S Uk sl

= AT g

al
(face validity) = zt5=#] 23k 238 Holt},

18 o] 7], [E¥ 7] BAF9 AFARE WA A F 44 2 (Evidence Based Policy)S ¥ 2}
“Jd oAl 20053 9 € 26 U

19 Hennessy S, Bilker WB, Zhou L et al. Retrospective drug utilization review, prescribing errors,
and clinical outcomes. JAMA 2003; 290:1494-1499.

20 Chrischilles et al. lowa Medicaid OPDUR Demonstration Project Continuation Year Final
Report, 1998

21 Aaserud M, Dahlgren AT, Kosters JP, Oxman AD, Ramsay C, Sturm H. Pharmaceutical policies:
effects of reference pricing, other pricing, and purchasing policies. Cochrane.Database.Syst.Rev.
2006;CD005979.
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olaol A WAkl ¥ S U 2/)ekak WAk HHE sho] A (Kaiser
Permanente)2l+= 71733#2] 7] (Health Maintenance Organization, HMO)E &
3l g w3l 7Fdsl ghoh 7S ESUF AR #Helloern g, Zo] o B
RETE Ya A A8o] =5 ¢ A{=-5 Preferred Provider Organization

(PPOYell 7F)sk a7t glol7] wtolth.

A B ol AT BAY ot ALA FeEs I EANS
sHA e, AkA 1%}(antenatal care), ¥t 1g]a AAol7F vk 2 A7 2 o
7HAl mpA o sk AR B A Sol Jlol Ao B Q%kao]

Aol7] wiEelth &8, olu7t s F o whol]l HYUE dof shrle P
wk o olxby] 4t (clean wound)o] B2 2 F-A| 7} & A kgt

B3 Aol H Ax= o Fx A FUARE, FEH] FAo] dulgleX]
= Uzl ¢ FAH oA AR o FeiA of 2 vHE FEQH BY A8&&

Wok7] well FmgANE, Sl B A s AREolThe M #

|
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i

1)
S

Azt wele] Aepg s H AAT, oA HW 23 =94 bl

(moral hazard)etal & ®F sioh. R Szt A HEstA A&
o th& Abgro]l mpwgd] FEof 3 AA Q] o] A "t Aot

B A%k%, HF7] g o] 7hes 4, 2A49H 2006 129 4
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oA FW(@EAY YA AZE WAL 37k Aok AEEA BEof
A A9lR Aol wrk ey, =RdAE ded, ¥
ojofFel g Hdle] Fasith mebd, AN wAAZ ol lojof @

= =
ARk vk FA WAE s wwe AGRnAe dPHon AR
2l

Lichtenberg &= 1996 I ‘o] 51| X &1 & 4] ]| ](Medical Expenditure Panel
Survey, MEPS)?> 25 & o] &3l 2loF Al&o] % orbidity), A}, 183 9

#(m
wulg AZo o\ S WA Aoz BAHs 1 Ax, ol A

(nondrug medical spending)e] =tk ARl H&=3$ MEPS A&E 1996
~ 1998 Wo g sl F7} FA g A, e A7 o FE (S, Al oF
s

Al A% FHE AT P

e
(6)]
uly
I
rlo
A,
o
r\"
w
ol
V8

91 ‘“F<F(old drug) w4l 55 H
A Aleks ARERS o, AA AFHEGEER A ZR)olA A4F Jumn L9
A Zo] ojwi ulH=A Hol Fr} B Eof, okAHlE= $18 F7lskA L
A 7H($80), MY A H 7HA($12), oAF W 7HA(office visits, $24), 9 7

2($10), 1L SFA o] 8 THA($3)7F o] FoAAH Ao $111 o F o5 H]

O

o}:o o o

25 MEPS = S YA Gol 854 @& H=ds5S Hdem BAgaAH20 o] Bl ¢
28] AE sl el vl AR WES ARk Aol =, vw A s tEet 1996 W
MEPS x}gt TS 23,230 O RZAE ?Qi’iﬂ.

26 Lichtenberg FR. Are the benefits of newer drugs worth their cost? Evidence from the 1996
MEPS. Health Aff.(Millwood.) 2001; 20:241-251.

27 S 7FA 2 HE AFA LA 713E olE 5011995 Well §7FE W oJokEe o] AT
A2l 2000 Aol 5 A7} ).

28 Lichtenberg, F. R. Benefits and Costs of Newer Drugs: An Update. NBER Working Paper Series .
2002.
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¥ 5. AleF A1go] grH L mXE= 9% (FA: Lichtenberg FR, 2002)

Effect of a unit decrease in log(DRUG AGE)--¢.g., a switch from
15 year-old drugs to 5.5 year old drugs--on expenditures per
condition, by expenditure type, population, and payer

Entire
population, [ Medicare Medicare
expenditurdpopulation, [population,
by all expenditure (Medicare
Expenditure type pavers by all payers [expenditure
total -5111 -$155
prescription diugs 51§ $21
total non-drug -$12¢ -$176 -$127
hospital -$80 -$102 -$82
home health care -312 =537 -$21
office visits -$24 -$34 -$20
outpatient -S1C -52 -54
emergency room -53 51 -51

47 /MY Q83 v A3S ¢k= 200,000 Hol IAE gow I
Zel £ 2 AFAME Aleks AL&shH 7 AA Folm oRAH] X F 9

2.5 8o Eel= =52 (ability to work) A4S 7 o= Aol 4t 2

all, O]‘:HU_' Xﬂ ?_:]_:I:L%‘Cq 7é31]’7]' %%Qﬂ] _‘l_.—,]_CJq—Zl——-LL; 7%%% ué:g_']_é]_]jr.:;o é‘, /1\_]_
oF A} g0 @ okAlH] A =& Lojubx|uk okxlu] o]¢]o] o]En|E Zo] Fom

-

o}

Q.3

L

A QslE AAAcR= Yfgh Hl-E Aol gyt vk Aotk v

gf, #ao) iAol O Yude AL AHolut A FhAer o

o] &4 ¥} (health outcomes) W42 7|A S FHstl= AR o]t}
S AWl FARE AS5A TAEC] doAth dE =91, FDA 9

.

23
ofN

I

29 Lichtenberg FR. Availability of new drugs and Americans' ability to work. J.Occup.Environ.Med.
2005; 47:373-380.

30 Miller &2 HdA Aol A ofefo] ARy} ofAH] o]efo] u|§ A7t Aol Uth=
AS AA3A] E . (Miller GE, Moeller JF, Stafford RS. New cardiovascular drugs: patterns of
use and association with non-drug health expenditures. Inquiry. 2005-2006
Winter;42(4):397-412). stA|RE, o] Aol ofefFe] 7t BAY e v A" oo
& Alo} AL okAln] o) 9le] ngo] Frbuthe Abde] B A, o] 5] A%
confounder 2 #-&3t 7}z o] A7 Fch Miller 59 Ao tjg W22 njge
Lichtenberg FR. On "New Cardiovascular Drugs: Pattern of Use and Association with Non-Drug
Health Expenditures”. Inquiry 2006; 43:80-82 = %3 4= <t}
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31 Lichtenberg FR. The effect of new drug approvals on HIV mortality in the US, 1987-1998.
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b, oAkl Fedk 98 F b B A A AY B @ o okE

S zholg] A9 ‘2rE X E (individualized therapy)' & Al dste= Aot olw, A

B 7}53) o)ekEo] ] tldsleE Al sole] EAlo)] uEi= Ao] Lo]dte
A

=
Zo) Hujr} BAe BB FROR oojAE AL YT

rl
o
o
[
I

)

HEA A wjiel $kxte] 1A o]l WAXNAY A =mHIt St
Sh= AR WREA] Aloke] AR weEA] Gtk e FARE ALS
H 219387 ¢18] 1965 I o] w ] A o] =(Medicaid) =
2a¥S 98 ok 29, ASse ARE FAE] flaE HAS =
29 A% o) oF 55 (Preferred Drug List, PDL) ¢ 2= A& = 3T}
PDL=> ARG A A=k vzttt =, gho] & o ofF& PDLE A FaL
ol F Aol ALEdA ZE FAAE Al PDLo| E£3E A &= 9
ofEa AW Holle Wr=Al A

43S Bl wECA PDL SJOFES AHEHES WMPAISHE Alwelt

ﬁa
Jo
>
il
i)
-z
ol
S~
R
N
o|»
o
o
T
oy
Ju
ofr
rlr
ojr

vjge] PDLE | Hth.

Murawski &2 H@#A3s o= ddAcls 59 W, 44, oA}
$E, 123l o] 847} PDLYl| &l oW g S wgk gchse 1 A
F 6 o =AIE ZAAE, PDL Al o]F mgAel= 52 HlHH Aol = &
PRt 72bE o8 AMH|2~E 35 ~ 78% U AMS T Ed ol5S it Azt

ol FH|E $219~$242 & ] A=}

s
rlr
X
A

X

llt

2 AR det AGRY ofokE AEA G dg A4, 2006 94

33 Owens MK. State Medicaid Program Issues: Preferred Drug Lists. Reston, Va: National
Pharmaceutical Council, Inc; 2004.

34 Murawski MM, Abdelgawad T. Exploration of the impact of preferred drug lists on hospital and
physician visits and the costs to Medicaid. Am.J.Manag.Care 2005; 11 Spec N0:SP35-SP42.
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E 6.PDL o]F wWlti#Aol= &4 tu] WgAcl= AxSe] A7 97 A= o]g R u|&

Average No. of Visits Average Cost
Visit Type Increase % Increase Increase ($) % Increase
Inpatient 0.022-0.025 37-42 162-185 37-42
Outpatient 0.067-0.077 35-41 20 61
Physician 0.188-0.223 66-78 37 151

Murawski & “18eF 2kabe] Bt [A7F] 2FAIH 7L $850 ~ $939 #HE A}
Ao H]Fo] PDL Aoz o gH] Azbo] 715steld Aok 250 o)Ak kA
H S Fo|XA| gow ety gty 488 Uzt o yolrt o] &2 “olg st

e POL A% AAE £A57] g8 BLF 24F Y 0§ gz 5

°] %
]

o)
o AZRE AL FFANTE STAG] Fo] itk AR kA A4

s gt e FWe] AL Wolme] nARe AAR ALANY b5yl &

olAl, kIl thaliA Azpa BAF TepAm] A s; el o] oeEe &
wAl S F 7] wiitel AlRrIde] dAbASl st A2 ol &
of oA7F glvh. 2, @es] AlFrId el ool sk AR ARQe]
A et d 2Ae] Aol 9

Stol A Ay 2 A" FH desdem AH3 w7 FE9 oyt EA
A ¥ gk FHS vmEG ARl oFAM] &n[7E 60% storw, o]k

&
AEE A 19921 ol e AL Fouf o] do® AX Zlolth 1AM ot F
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20043 A A7 #| 325 (2004 World Economic Forum)olA 3% Bain &
Company®] <d-to wEw™, 19921 el A o) okF: A+ /L= A &% Hl&
& 10090l AL, H=r 909 &0 TE36 o] % 10d F&F, M=o SAE «
AF71d A 1% S7HER o ofE AT il FAba] 20024 1 M]E
o] & 2609 & €. ey Z2 V|t FHe SUFES 8%l 1A
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55 op7} B4 AAo| wE o okE A AH7F 2002 @ ot frolA 1,600 OE] HE A
T AARTE A ool Fgelth Frultt okzh Aol AT, AAw §HRI 5 o
7he W= ET 25~35% Gk Y, 5H ] AT Ao ARENIEE Pl ET 30% W

36 Bain & Company, Inc (presented by Jim Gilbert & Paul Rosenberg), Addressing the Innovation
Divide Imbalanced innovation, Annual Meeting 2004, Governors of the World Economic Forum
For Healthcare, January 22, 2004, Davos
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o Q9 A% WFEETR), DA A
of thak Ao FH73] FARAE), 7T A, 7Id Aad oE, o
93 AGe] AEe 718 HrekE0el ), Ha4 ekl @ Hel 5§
A ool 2| Az AHAE0R) Fo] £Ae Faw Ao
Economic and social impact in Germany (2002)
$208
Investment
15
Wages
"Network -
" axes
Toial effect "
10 savings: Patent value J :
$198 creation
5 Education Profit
Company Toxes
tormation ~
ork
0 omnce
Acute care — Net loss
Mortality — 38
-5
Savings on spending R&D High valueadded jobs  Corporate centers Health outcomes Net score

Source: Bain unuhvsis

a9 3. 599 %7} B4 3¢ (53: Bain & Company, 2004)

g, B0 nFsa AUss A8H SrTEE THeE ° A
op7h BAS ol WA Aol o= W, AT A18)H, AAH, 1
A £4e nads el d AL Y Frbe FHlelde Aot 2

= b BAE ARAARATY), 2U(EA), 18 A4 RRE gxz

K

7 A ol 29)20] TAR E wrbEl Al AT BRI} vFoR oldd Apel

o,
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H§-EHF S A7NER)Y B (E )72

H]§-- & ¥}4 (cost-effectiveness)ol] th3d+ 27
AL M2 AR BAC = dehH Ade A

WA gk ARl 2 =AY A S BE Aol Atk TE 9
Ti(deontology)'©] ©f7]°l siFart. ZtES] AAYW (L S ik, Categorical
Imperative)> ‘Ul Alojut BRQlojup Azt EAlol 174 (humanity)<s =
Aoz thafopx] Adx o e dEvh A mE 529

S 2= A2 A A9 A& A F
dobs EA oF-24 Feolvy. I, #xF B A aL7ke] Alefo]l A a3l
Hl ofe] 7HA] o] #F2 Ak Ask BE o A5T F fle 7
FERte R dEs V)= oy,

ofF-Z3 o] 9|3 Aok = a5 2 (utilitarianism)'th. ©] A
< ofd ool Ayl =4S stEvar M 23} (consequentialism)’ ©. 2
=d7|% v gEFodM s Y vt A due des AAsoF =
HgHow Btgetrta AT webs el m8o] Aot 7ol oW
Ao dojyl=rt sk AL a2 TR ¥

sElFe] AAl FAR el Buh WA, & do] dojEA] ofFk A

=% % glth & o), A AclA 17ke Ak FolFomm B A B

sl

lﬂ

38 Neutel Cl. The Dilemma of Using Humans as Research Subjects: An Assessment of Risks and
Benefits. Drug Info J. 38:113-126, 2004
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o A1A &7} (budget impact analysis) 9] Z 24
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Ao SA% vE-afgS At Aol = #8H4 S 7 (competent
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and reliable scientific evidence)’

TEA B A Vs
S A3k Z7(substantial evidence)' 2t A3 A= th2H

ojty. &7, H|

4 Drummond MF. The use of health economic information by reimbursement authorities.
Rheumatology. (Oxford) 2003; 42 Suppl 3:iii60-iii63.

42 Drummond MF (2003), <¢] &¥. oF&2 Drummond M, Sculpher M. Common
methodological flaws in economic evaluations. Med.Care 2005; 43:5-14 &= 3338} 7] u}gkt},

43 FDA Modernization Act of 1997, Section 114. ‘FDA At 3}¥'& u|=-2] FDA E Q2543 o]
jr/].zz'l-ao]tq /\%75_]7@9_ ﬁ!-;q] 53%4 Noi = H] aZ Z3s 3 o7 Jﬂ7}—bﬂ—t
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o BARES WA Wx o2 wAsE o] sk 1, oo Be
G A olvh ThE B [ere]] J1%e] mAstn At SUe A4 3
A o]t} s

ARA 2 gus) Ao, F7b RAE

4 1938 do] B3hel 2 E ) bESGEN | wet FDAE AFr|Ye] AL AL AN
T %L(misleading) o o 7@1@% Xﬂ% } Ay dad 2XE AP T oAt ol 24
e s ArAlTS FA8hs ASENH, 4"‘:1 T, ARl 71*%%—&7}%] &
a9, &4 o2 FDAVE JH 4 ?H‘Jr QL oARE J&%% ) ARERE Ve R
(substantial evidence)' 7} =k sl= Zoldt)h oju] At SA g A3 3ty
A E 5_21‘8}01]/\1 AA OV\U\]?ﬂ(adequate and well-controlled trials)’& H dojzl Hr
A2 o, 2y, f-E g dA oA HASHE BZ 711%15# EA(E, M
<= $l°lX FDA 7t v&o}ﬂ] Aztshe A E 719 7leol A vEdid o
71708 Y EHAE ARE o] &l A HARHES AEste o] 7]
Azt = A BUjls oEol AVIEIAY. F=AActA Rds /‘P’“P“
AAl @7|1ZF vl A # Sl Aol & 9}t PBA AN S BRES
Rk, 28 ar R %Xﬂﬂ B7bse AA Ao r dwtsix Aok k= Tile] 9l
a7t olmgselpel Auass g AnAolelu Qgas 449 WA, o
—1%’5‘%7M A7F He kA fraA Haesol vlel @ AwFolar ofA FE3| HSH A
skths Aol webA, FDA ddistio] F3k5 7] ol dell= A7 Ee] JofEe] RAGA
g4 ARE Agsts 3 AATE A ow o] d 4 o] U 1A FDA AisHH
114 2+ 39 sA = 2 gl Adsta AW Ade] = #3hd F A (competent and
reliable scientific evidence)'i‘rb oA kst ﬁ?ﬂé }ﬁoﬂ HARASH JHEo] dnf =3
S BAoE Yol A tidEA ATHES 585 Aolth e of 7oA Fagh 74
&, HolA A ﬂWL T2 our|HREelw AA AYS ok ik 2IH A Fre
Abdolth, Al 2, AAH A QS vprr] s BAAASTH HHE A5 oAl
Agste= A2 A3 EWolet= Aoltt (o]@ 71, TFDAvs. 212k, o §-2] 21°F% 2 FDA A
d % sy, FdeA 2005). BES ARE A& WUk
45 Hill SR, Mitchell AS, Henry DA. Problems with the interpretation of pharmacoeconomic
analyses: a review of submissions to the Australian Pharmaceutical Benefits Scheme. JAMA 2000;
283:2116-2121.
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W olzle BAKow Yol sof o)
AT EEIF HAbsHCl JUHE FFAA A AR AP Y
2ol olfi oldhshy] WETE WA AHE AA, Grel BEY AP
& Fiskstel s A ohik: odel 1A MEYL REth WE-ERYS
FASol A, ARFE WA AR 89 ME-ERYES WAk s )

ohul7}?

718 el BAE Utk Awe oopEo]l Ag Aol =gE AHo o

g oepEe] AR maksh AT o detebrle ojPels Dolrh Aol
gujs) FAE Qrkal oAb, UEel ARe Gl WHHE @k o
Sol, 471e /18e zdety] Mol od A AdN HEE delwves

= 1998 W@ UH (leprosy)e] X5 A2 FDA ol A 372 k)

webq v g-Ea B2 Arke] mEAY dEe A4 oopFo] A

I44 G3E dHAOR ¥Hss o 2 AR Weke Joldt

v A¥E FAE ggrAe) o AR ohe, B WA, 33 Sl ool wga 4 9l
% AR/FIASE 25 BT oY) ME Bt % PHEY By slwe] AzgTE
o 2 FAZ} gl FNAGRATE A4RG o|obE AMAgo] tha A4, 2006 9
4 (AFe A2 99 2D,

7 wHJe o] sto] F& olX, A1) Go e el oLk (7, el 27:2)
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r

Agak AbdE g vt Alxde ov = AAEs A
A ed duider w2 el w2 AMA, FoF ololyole 1nd &
ol =gt
o]t ofFoll m=ro) AfAd2 o] &abojrh. AAA e Al
719 B wEel A AR ALY sl VRS Tl vl e
o'l ugtutt 7tb2e ook tAl ARE EHAA site e agd
w, wl=r Aok e =2 A= v oldHolt. dlE Eof, vt A
°f 159l AdEd= & Al e &R ARAE Al AR A3Ee oFEt

HARomNE s7kE Bokth ey, olFA sled R ook Ve

ojefEe] d7ket ALS wEE FHSE FDA ok S HREAANIH)G
Centers for Medicare & Medicaid Services(CMS) 5 ©] ml=HloA 4l B:Ss
MulAa7E AlSH RS Gggdt BAo R qtalsta vk AR, vhE Al Zof
oAM= olefrt Aol Fp WS Hotm o+ floh w2 yEhe] Aok

Alats) = whb7EA ot} whekA, wl=r Alefakd o] &skat AAl Al FAll A 2}
A A=A AAE B, o' Fe= AR qfA7E =55 A= A 2
o g T3 - HAAlzE A - 849S BofErh < o3 &

of Aol thestrlel oA AR FE AR Aad AR BEd
7b S EolR Alutiel SF o E ke Awnatde o] T oyt FHEA
b Tl AL AHH o H gue ARdolth o E Eo], TFE ooRE

kel 2o¥ MG B F4 Far A AAHRE 1A Ayt A

rlo

48 FDA ¢| 317H& E‘-}% 2loke] 749, AAl= 50 of oA @Al= 100 o] % He A
Aol M AAolA AAld, ey, dEge o 3 /e dAES AR E G ¢
2 EAE g gﬂre = : H] 1Lt} Z 7 (control group)©| 01,\,\L kol A
&7ke] Mg T a3t 71L *ﬂﬂé“é%}% = Ul T Qié Bt Aot
(©1387], "FDAvs. 212k, of 92| 2 oFx FDA A8 B vy, Fd2lA}, 2005).

49 Thomas LG 3rd. Price regulation, mdustry structure and mnovation: an international
comparison of pharmaceutical industries. Pharmacoeconomics. 1992;1(Suppl 1):9-12
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Al QS TP grtso ojgfg AL g w2 4k WAH(industry genocide)’
olgfazkA H-E & Qd=dl, A= ARG Y VWke sEojx|an FAHe] of
sttt 2 A3, o=ollM= A =l Ak oJokEe] wiEo] T AEA] %7
o ol=%t.

tA] n=e] o 2 FEol 9} 1970 ) FRb7A| vt sluiele A A A A<k
Wofoll A o] ek anx| FEHAA Gt 258 dEHow gt
Hol ZAA FHA Aks|AtE] AAA Ak MES Fed 1Hd Ao
1980 ] Eo] oA A3 JAE = Aol HolHu HlR 198410 T
¥ A -2k nk (Hatch-Waxman Act) Wiito] ittt o] W2 ‘oot 4 4 =
E£-3] 557 (Drug Price Competition and Patent Restoration Act) o] 2} %= &=t}

W oolFol oulak, afx|-gkant Wol| whel e efxderS JiTeh A ok AL

o= FDAZ} Aol AHE-3k 7I3be 535173kl Half Farst A4 73 F9k Al

rlo

FEAAYHESH A, data exclusivity) & A4 3H= F0H o] FojHths2 FA|
of & JWEAE AAPE A g oo e A s E NbEekA] ot
=145 57 (bioequivalence)= AT HOZM AUH o] s7tE WS
T A== F83h

L7, AdigeekEel s7p7F ¥ ddsta e o] Folx 537F wrad
ojefrs #abse] A& ghel A 4 A Rk WAl A+t 4 (research-based)
o € st = 5373k A 2 AEEHdAgRes g2 ndHs F
ATt olefjk ol |-Gyl ot A=, Al AA, weby 7
T WFEA FUARE $F FATE Al Y] Solshm s qfAle] &

50 Gross, G. Prescription Drug Prices in Canada Research Report. 2003. AARP Public Policy
Institute.

534770 gAY Aol 2 /7t AmoR du, F 5 €g U £ qU
= gl

2 AgEAdYE A AR S7E B2 Al ookt Fo1xtH(180 ¥).
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Aok, Halel Ug 4@ AL olF m v AekrIgie]l AAA Ao
W popola 95 BY S e /W A o So, 19 40 )
A-gtziio] F3bel 10840 VMO AFAWHIL FA8) Fbehe G
o] 2 s gtk oA, Aol dd T wAS

o vEe ATFA AGAIe] ol F AMA Ak wokA A

[e)=
£ AAFES AU o= AT v]F AgIAt AAAS FEHE

wlE s 8 H- g2y

$25 billien

$20 billion |

$15 billion |

$10 billion

"Hatch-wWaxman Act”
Generic Competetion begin

$5 billion |

- T T T T " T " T " " ™ " ™ ™

S A]-gk gt Wk HEo], nl=ro] AAA Ak A= wvte AFshe

W2 FEE W a9l st o gtk mF gt oW FURE HE F
Astela sk gk Apdelth mebd, SHE REE W /) F A
FEAY AENGe FEF £ 2° £ AdUx, o= E tE HAF o
FES ushs WASCl Bk B ojel, A 58 skl waHw A
Mg elerEel A4 Ao Astel AFe THInE, AFRRES ¥

53 Compiled by PRIME Institute, University of Minnesota, based on data in PhRMA Annual Survey,
1998
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7. o Fe] A H wjEd AFAHGFE, 2497 AEF 9 %F, 1999 d (£74: Danzon
PM, 2003)

Percent of unitvolume Canada Chile France Germany Italy Japan Mexico U.K. U.S.

Originator
Single source 19% A% 36% 15% 33%  29% 18% 16%  28%
Multisource 22 13 36 24 33 31 45 35 14
Generic
Brand-name 30 26 21 43 32 32 30 12 14
Unbranded 29 57 7 18 2 8 6 37 44

Percent of sales

Originator
Single source 54 13 67 40 50 57 25 54 70
Multisource 21 25 20 26 29 25 49 24 13
Generic
Brand-name 13 42 11 25 20 16 24 11 8
Unbranded 13 20 3 9 1 2 2 12 10

o

® 7S F7F BAS #-EE = uE F8% AME HE ev S A Y

o7} Al AAS AYe yapdas Aol ekEe] wesF A -f-E&(generic
share of unit volume)’o] St} Zolt}l o S0, X3 (28%), © B 2](34%),
AL (40%) Fol o7lel afFsiet. A, o7t FAE A AV Bo FAg

7k AAE ARGEE W= (58%), S U(61%), B (49%) AvIE o okEe] W
W Afgol B & 5 Ak Aunte 283 4rtE SAsE etelX|
T AU o oFEe] BUF Hhafol 59%E Eod], o)t HAxd AU A
A9l 58] Fx, AvY A T FAL He Aol 3

o)A E, 7} BAS AbgEE ZrlAlA AdlEelobEe] wujF Hfgol

54 Danzon PM, Furukawa MF. Prices and availability of pharmaceuticals: evidence from nine
countries. Health Aff.(Millwood.) 2003; Suppl Web Exclusives:W3-36.
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GojqA w2 Azt Aol 9557 wFolrhs wr} gata)
W, okl 58 AvYe|E ophE AR Rs FomM F7t M

=<
A Solo] MAEA em, ol AF AP opEe] s Fa oo

R ’
gubehs Aol okEe] gl Al g fEol 70% AED i, WEe] A
AAFES A9 5%z WS Frh ole tE UEe] dRrH =2a

Share of generics in total ethical market; Percent, 2004

Volume™ Value™ Value to volume ratio

Us. 47 ]11 023
Germany 49 ] 10 0.20

e 52 10 019

Japan j 13 :|5 038

69

Korea *4 49 0.71

*Includes products for which patent is not available
** Based on standard unit
** Based on manufacturers' price
*4 Following IMS MIDAS's classification and may include sorme drugs launched as branded drugs by Korean companies in Ko
Source: IMS MIDAS; Deutscher Generikaverband; UK. Department of Health; Japanese Association of Generic Manufacturers

a9 5. Aot AgolA A FEY ARAGE

5 P.M. Danzon and L.W. Chao, “Does Price Regulation DriveOut Competition in Pharmaceutical
Markets?”
Journal of Law and Economics 43, no. 2 (2000): 311—357.
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A o oFE S ALga & U} BB HAo] YTk
Seu, ) Al e Aok Aue 97 AR AN AwaAy 44
QL MY OR oJobE fEo] o|FONER A9 o ul givh. L, Wi

hE [

o ApHel =i A

rlo

ofefsFol Azl Etetal Al el stA &7

2

-1

w9 F AJG olfoltt o5 WY wF & °ol&
Kol

b, R FEFAE SEuete] kAn7E et A AEE o] AR
olgbH, 2R AA dEol ZAg oJokE frE % oFF AAS HA K
o] A witolt), Az, REsATEY HalH Aleks s vl A
of olupA] & & AFr|Y Bro] A ofytt. IHd % EFtsbal, vt
&} A7y FEAESA o okES AR&ShaL, AeEE g Ak ol
gete FHale AAY wiEdFozN Aol Aoy o7l A4
A A st ek 2
old & glth
1963 -8 1991K7bA] Alef 14 AeA  oJefEE AlHE =AM
Thomas®] <10l 28, 7| 2F7] 4 o] 4
& =7 U] AleF 3 o]

2
re S
(o ™
SR

I =
1o
12
o
2
M
o
rlr
o
o
e
Lo
=8
i)
k)
:Cré
)
rlr
2
1=}
>,
N
N,

gk
+
A
o

g Adshe e Jrew Qe
wupel wel glvhs tAl wal, Ao ot BAL 4% FAE Be 10
o AL oAlsL AgHo /1Y BH) HTE FA HA 1 Pl
WAE QE AP wEehe el A, FAR FH w2
AAL ok sk AA Al dbE A3aA Rata getglel FAA €
oho a7, Fu Aol AU © A shtbm Awsa R, Tl
AV el okE AFAAE F2he A8 ERiA ®ehe 6 b 2 Jlelw
e ke See gRgnis Fgel AU ke olf7t wiE of7ld 9]

A
o}

57 QEIJAEEA] Ao Ay 2z A By 5o tdx] =y oo Bolu)
58 Thomas LG 3rd. Price regulation, industry structure and innovation: an international
comparison of pharmaceutical industries. Pharmacoeconomics. 1992;1(Suppl 1):9-12
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& Eof, gald dig d=7td Ads BAA de v=e Aol
1963 -8 1991 Atojol] ZRgE ofokE: T 72%7F ‘Sl Aol A A A Aol
A AAH S ZE(global) Aolar, ©x] 28%<] o] oFEutko] o] sk 7]l u
etk g, AEHoR QoA A digk w71 X Yol Fdd P

75%7F A Aol A AA Fol| ] AL 7t

o,
2
12
N
2
o
=
i3
o
o,
2
s
ofy

T R AT Ee] & TRkl L o okE T 72t 39%St 23%
Rto] HAA, AAH VeE wEehe Aofin & 4 di2 dE2 AN
2 g A+E T8 A

of i, A% 19969 100897k 3 A% o AW ARNIE vl
Uz AFES /1%, 10069 @3 o|obE Rejeizsl 23 TS &

Thomas®| A= 77k U ol wAAT =713t SRy 57
FrA = okgt AA A A BAEE Ztethe AR BHo] FTh o] koA
v B AAD v, I, 292, 2499 g
g, A4 AAA AGAAS Axsn Q= 7|dE 9 29 2712 AztEn
™ o]yt o] A= 3| oo] oYt} =, Pfizer, Merck, Lilly, Bristol-Myers
Squibb, Abbott (¢]% 7<), GlaxoSmithKline, AstraZeneca (©]% =), Novartis
(=912), Pharmacia, AstraZeneca (©]4F = ¢dl) So] HlZ olE Z7fo A A%}
H AAAH A7 D=l

obgd], iAo g Ay ookl fFeetA =H e ot FERE YA
wajs] w7t AAESs "ojmdn, eivf shi, AT
ol oA FYete F=2 AR el oFEs VY Ees ASE

Q E

o171 witoltk elElgh B 589 AnHHPoR

—H

59 http://www.jpma.or.jp/english/library/j _industry.html
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= AdE Boshs Al vyl Algsitheo o= =8 dd AAN MES
gulgro e 4wy, ojek g HAFTH kel £9171e Aol sk

oF .

Stern)6! W= 3 7be] A4lo] A&E A A X ALAS] B, FU)A ol
<2 gk(vigorous) 74 Aol
Izt wFol gk FA7F AA ok 32 A A g vp glvhe2 927 F g st

=
)
D
o
foi

(o3
2
r o
-
19
o
N
ol
)

off
N
B
r o
-
r (o3

A%, AA-gaw wol AH Bxe 9 4 dd oWl AR} of4l
2] Al AQS ke EASA Lokt Aol EAdt. %, A7EA
o Aokl AEF AR WEE Fao HAS Fuglo] VAT

60 of7]e] gk B} Mg == ol @7, ofokE R fAlet BA, HARAAS] EE
3

(20059 69 24 9) AaPS Fxsly] npdc),

6 2003 :?Llﬂoﬂf\ﬂ FHE AAAd AFA] FAS o A- W fhee
(imitator)oﬂf\i & Al 7Hinnovator) = @ulrajol stop il A A5k Tk

62 o] =72 19981 = U. S. Council of Competitiveness 7} MIT th&tol| A 23 7144 3]
o] (national summit)el 4] 1} Zlo|t},

ks

B

td
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EE ooF B BF TAL AF | oty ‘AT Hok

ITFe YofEY AESAE Arste tEAS vEte S5 ook
o] 21 9] €1 3] (Pharmaceutical Benefits Advisory Committee, PBAC) & ‘B X

& 3} 5-(Minster of Health and Ageing)’ 3ol Al o) ekE S A S #3F A
£ st7] fla AAE WA 7otk whebA, BAEAH-o TofAu] A
ot o] At kAl F ARV Y = £ PBACY Wt Ve s SHE A
o7 Holr}es

Wonder 5 1999 oA 2003 W@71A] TFol| A PBAC] ALE Wo}
i HEo] E3E oJekdEo] AAR SAHE W Z¥Y VS T3 FEH S
3 HAESHes 1 A3 Ao e AA -GSl el o okEe WA S
Al 71Zkel 27y 289 F Hi 281 T2 YUElWT ol ‘AlSAE W
(restriction change, 7] sA¥ 9 %FFS] AFA o T WHA) o FF W
&(new strength, 7] SAIE oJfFe] 4l )] Bt A 717 202 F 4
212 7R 60 Y o] AA ot TSk

olg]st Alol thal Wonder 5 “AH¥-9 okA|H] A Fo0]

O

2 il
At W& 7k ThsAol e Al 7|3t dAFelke &olels W
b= Aol
ol¢} Z2 TFo A=
A o Sst= AL 1
M= s7bs A 2 BE ofE2 AARAMAIE MY BAA HIHE 7

A o Fol= AZRAFTHIE] ok Fol o] FolAor Mz Fol Y B

68 IUAGEY aFwole] 7ol w3 2 dRINEHE(SE) BAHAT [2006.7.26], Al 11 %
o] 2

64 Wonder MJ, Neville AM, Parsons R. Are Australians able to access new medicines on the
pharmaceutical benefits scheme in a more or less timely manner? An analysis of pharmaceutical
benefits advisory committee recommendations, 1999-2003. Value.Health 2006; 9:205-212.

6 ol gt TA FH O Aol FIFAEA RN AR s Wgdlth
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ol SAE 4 Avhee ofHd el ARG o] ojugt el met

7t ol dEA FbeteH ol5e] M TasH o= A, 5 AN E
= ‘WA oAl A= Flo] FAQIA Flshd "t

TUAG R AT Aol Eof] AR e v ot 17 6 o] 8.9
H ATher o]l M FaF AL, 3 U wF Hx T AL dF = BA
Hele] el dalE dH S0l F, olg2 ‘BAAAY FF R A 2E
A AL, R T ASHS AT B - o AR e Ask, mAAge] A=l
AL AA Asbel 2 3 vy R, ‘B els Mulid £o] AEH= As A
Asl Bl A AR Ee] ALstal s AAnm AbgolEhe Sl

j— - SLODN A2 COLE BE .

= RS0 WS U= =5
= E7I%11] SBERl= HE

30H

EB=SE
( !
E3w0] AT BIZIAHIA 24 ZEjf2i0) 2ot
= . L .
- SEpEel &8 U 2y - PESERY Yol - X% 9 Qlagaol
&84 M3 71 s BEY H=
- HESS BEHE U » IS EHE L5 " IR e
=d - drmaue 2o - 2oi BAse HYEY - Wwrlgel HAHE E6
R ELIETY T8 HARRE A
s 2k
= = L= - Yo ry

a4 6. FUNAZEITEE HA

o
N
M
=2
r 2
rot
=
iy

(0]

66 = AZ}HT QUH ] AZ WA (eH) A EX] 5 [2006.7.26], A 11 %

o] 2, A4
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Rl agds

+ 1
e Aol FEETE Aotk AR JhAetol = « o okE oA A&k
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il

o|l
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o
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0
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rlr
g
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N
X
1.2
o
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Y,
o 4
o
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r
1o
jubal
filo

)

<
A%, AZRPTAR AGY] P} Bel A Bahu okE %

A Adsa, ol FW(EAe] dkERTAC] ABHS Juld) ofn

67 http://www.nhic.or.kr/wbi/wbib/wbib_02/706_index.html, 2006 3 12 ¥ 10 Lol 53+

68 A Fo|okEbAA o] Al olE Rl WAS SXlstal HegitheE W&o HAHoE #
As A &tk o] v Food and Drug Administration(FDA)°] ‘FDA & t)3}% (FDA
Modernization Act)' ol 4] T} #o] FDA o] AME S 13 Al =& Ade diz4olr} «.
QgAY AyE AEs] a8 aRHor AESA, 1A FiHe Fule] dis] Hdsk x
A& A7E FAA 1 HJFoEN FFY RS FAgH L AMS Rl EHn FEY
A7S B35 3cH(FDA Modernization Act, Secition 406 (a)).” ol Qo th7} F33F o2&kl ¢
ANZRE PPAZE e AEAAA e 717|ks HE&StH ZFAAHET T Ao
~ 15 Hl o] F7FEtk= Aol welA wl=r FDA = 2000 el o] = PPA §Hr
A E FAAZT oldst Aok Estal, AFo|EIAAHS A AT E
T AT w7 R Uel 2004 W 8 Dol wUg X5 FHeHA ik o] #A A
Fhd o] v EAl A tgol o] AHS sEom SiA YA Ftk. PPA FHr
< Ol = Akl ALb-elE =, GA T FAe AdAe B OE
& T3l “ASAAIT Dt T FRlo] W8 HS = dvh 8709, A Frd
Qhelef RN} HSE e Ao &8 Fi A3y Zod wef Ags] e Aok
go] A3E A Q1A o] PPA 159 g A<lo|ld Zojth. Bk AAg W& filik TFDA
vs. AP, o 58] AefH FDAAE 3 3y, FdeAt (2005)5 FEetr] whett

00 THALEY adFFo 7lFel w1 AFANFH(S) B 5AT [2006.7.26], A 113
o 2, Al 43
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Alg-a 3ol d5E oofEolst Xt e Holo tder AT A

P kel AR A ol
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jail
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o,
i
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©
)
2
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o,
o
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rlr

o

o]
71wk BE ofANITE #Akeh T vhe] heow uswhe] w |AA
KeX

78] oJofEY AETAE ddd HT S, dEHAE v E-aR e =
(marginal cost-benefit)o]t}.70 o] X H|&-g 3} Ft
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