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Abstract

The Influences of Korea—USA FTA on the
Domestic Pharmaceutical Industry and Some

Strategic Countermeasures to be Taken

by Chang, Suk-Chul

Department of International Trade
Graduate School

Korea Maritime University

The analytical report on the influences of Korea-USA FTA on
both countries’ economies has recently been issued. According to the
report submitted to the US Congress, the International Trade
Commission (ITC) expects that during the ten~year period of its
implementation the export of US goods to Korea will increase in the
amount of around 9.7 ~10.9 billion dollars while the import from
Korea to the States will increase about 6.4 ~ 6.9 billion dollars.

FTA, in general, contributes to the removal of trade barrier
through market opening and functions to revitalize economy by
fostering foreign direct investments among member countries leading
to their overall economic developments. The weight of commercial
transactions is estimated as more than 50% of the entire bilateral or
multilateral economic activities among the relevant member states.

The Korean government has adopted a strategy of accelerating its
belated initiation of simultaneous multilateral FTAs. It has recently
concluded FTAs with Chile, Singapore, EFTA, and the seven ASEAN

countries, and 1is also in progress of negotiating for practical



area-specific agreements with 14 other nations including Canada,
Mexico, and India.

USA is still the largest consumer market in the world and the
early settlement of FTA between the two countries will provide
Korea with the opportunity of market expansion by prior occupation
of its market constituting 40% of the total overseas markets. The
arrangement of solution systems for the bilateral trade disputes will
ease the current points of contentions revolving around field-specific
commodities and sectors. Such an arrangement can also work as an
axle for building up mutual trust of both nations through revamping
the two economies via the export enhancement of manufacturing
industries, which 1is believed to be eventually conducive to
strengthening political alliance and maintaining peace on the Korean
peninsula.

The Korean pharmaceutical industry has become one of the two
focal areas, the other being the agricultural field, as the most
victimized commercial sector in the process of US-Korea FTA
settlement. The local medicine & pharmaceutical association 1S now
struggling to find effective strategies against all negative effects to
be incurred in relation to the early settlement. Some possible
countermeasures are as follows:

Firstly, the Korean government should postpone the introduction of
the classified registration system, an improvement measure for its
price standards for medicine. It was one of Korea’'s negotiation cards
during the bilateral FTA consultation, the aim of which was to make
the entrance of the US pharmaceutical companies into the local
medical insurance market advantageous for the country. From the
standpoints of domestic medicine manufacturers, however, its
introduction should be strategically complemented since it may cause

even the traditional remedial goods to be withdrawn from the



recognition of insurance payment. This can potentially result in an
infringement of property rights of the local manufacturers and the
ensuing negative impacts, in terms of overall sales figures, would be
far greater for them than for multinational pharmaceutical enterprises.

Secondly, through the enactment of promotion laws for the local
pharmaceutical industry, the government should seek to share and
diversify the corporate burden of high risk & cost of the domestic
firms by means of such drastic measures as aggressive R&D support,
extensive tax Dbenefits, and various loan—until-success financial
systems.

Thirdly, the Korean companies have been maintaining their growth,
focusing on  mass—manufacturing the patent-expired generic
pharmaceutical products. With such discretionary productions made
disallowed by the FTA settlement, one way to nurture the
development of local enterprises would be to analyze the patents held
by leading foreign firms and acquire complementary patent rights.
This can be well feasible if we make good use of the niche markets
of intellectual property rights with eyes open for the blind spots in
international patent systems.

Fourthly, the distributional transparency of medicines should be
upheld and guaranteed to its utmost capacity. Ethical issues may
arise from unfair competition by excessive sales promotion. To
prevent this, fair transaction regulations were a part of the FTA
package deal. In the near future, there will be some qualitative
changes in the manner that medicines are produced and distributed,
and the improvement in distributional systems will go in the direction
of both transparency and patient—friendliness.

The local pharmaceutical industry will be able to better cope with
the incoming challenges from abroad if we can get strong mid-and

long-term support from the government. A process of globalizing the



industry and active R&D investments at a national level to create
novel products are also musts in this regard. What is required to this
end 1s a harmonious collaboration among the government, research
institutions, and the public.

The internationalization process 1imposed upon the country’s
medicine manufacturers by Korea-America FTA(KAFTA) is not an
option but what is simply given. The local firms should turn their
eyes away from the limited post of domestic market to the
competition—-based world market. Constant self-efforts and strategies
for survival in the international arena should be strongly made and
sought. KAFTA thus may give us both risks and advantages
simultaneously.

The Korean medical industries must be revitalized and reborn as
leading export sectors getting out of the narrow national market by
using KAFTA as a momentum to infiltrate into the American trade
barriers. Hopefully the present study will contribute to seeking ways
of developing the industrial sectors and putting them onto a higher

level of global advancement.
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2) GMP: Good Manufacturing Practice
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1997 101,575,732 393,419,793 15,844,087 510,839,612 10.8
1998 131,150,774 420,564,580 24,790,596 576,505,950 12.9
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11) <FARH Aleaf2] A0z A|13.

12) (e)(1) It shall not be an act of infringement to make, use, offer to sell, or sell within the
United States or import into the United States a patented invention(other than a new
animal drug or veterinary biological product (as those terms are used in the Federal Food,
Drug, and Cosmetic Act and the Act of March 4, 1913) which is primarily manufactured
using recombinant DNA, recombinant RNA, hybridoma technology, or other processes
involving site specific genetic manipulation techniques) solely for uses reasonably related
to the development and submission of information under a Federal law which regulates
the manufacture, use, or sale of drugs or veterinary biological products.

13) (2) It shall be an act of infringement to submit......

(A) an application under section 505(j) of the Federal Food, Drug, and Cosmetic Act or
described in section 505(b)(2) of such act for a drug claimed in a patent or the use of
which is claimed in a patent, or
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<HE 3-11> "= AGr7|de dx=d ooFF Avjd

(&9 : $million, %)

A= Sl R N B4 i TR R THE A THE
2005% 164,152.4 2.1 85,879.6 55 250,032.0 3.3
2004 160,751.0 8.6 81,364.0 14.9 242,115.0 10.6
2003 148,038.6 6.4 70,782.2 31.8 218,820.8 135
2002 139,136.4 6.4 53,697.4 12.1 192,833.8 8.0

2001 130,715.9 12.8 47,886.9 59 178,602.8 10.9
2000 115,881.8 14.2 45,199.5 1.6 161,081.3 10.4
1999 101,461.8 24.8 44,496.6 2.7 145,958.4 17.1
1998 81,289.2 150 43,320.1 10.8 124,609.4 124
1997 71,761.9 10.8 39,086.2 6.1 110,848.1 9.1

1996 64,741.4 13.3 36,838.7 8.7 101,580.1 11.6
1995 57,145.5 12.6 33,893.5 sk 91,039.0 ok

A s A H B AR, 2007, * F4

Al =2 1989~20001 Apele] &7} wke Aok 103571 5 35%Rbe] A=
A dlekolu 65%7F Ao NBAR AUHE oJofFo wF
Aol offm YFEE 7] wEel vzl AuY ARG S
2 ool A AWE B3 sy oD AF 55 g
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<E 3-12> v A%7|Hde A= R&D

it

(&9 : $million, %)

. Domestic R&D Total Domestic R&D Total R&D/

R&D Abroad Domestic Sales Total Sales
2005 | 31,444.2 7,987.1 39,431.3 19.2 15.8
2004 29,655.5 7,462.6 37,018.1 18.4 15.3
2003 27,064.9 7,388.4 34,453.3 18.3 15.7
2002 25,655.1 5,357.2 31,012.2 18.4 16.1
2001 23,502.0 6,220.6 29,772.7 18.3 16.7
2000 21,363.7 4,667.1 26,030.8 18.4 16.2
1999 18,471.1 4,219.6 22,690.7 18.2 15.5
1998 17,127.9 3,839.0 20,966.9 21.1 16.8
1997 15,466.0 3,492.1 18,958.1 216 17.1
1996 13,627.1 3,278.5 16,905.6 21.0 16.6
1995 11,874.0 s> 15,207.4 20.7 16.7

Am A kR3] F AR, 2007
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<X 4-1> A% APFe v A= o

63:

59 109
59 4 109 34
AA(WZ) #a | 576~1002 | 2877~5007 | 904~1688 | 9,035~16831
A Ao 144 718 157 1,574
A D 7 432~858 | 2159~4289 | 746~1531 | 7461~15307
i tj—a 367~794 |  1838~3968 | 673~1458 | 6,735~14,580
FAARRE 64 321 73 726
7§72 () 235~409 | 1,172~2,043 |  369~689 |  3,687~6,.890
v F4 A330~6 A1653~28 |  A397~23 |  A3968~226
B4 A 339 1,696 404 4,036
A e | A383=086] ALG6S~A33FASI~A80[ A3810~ 480
9 49 1 04
AR BABRAR 2007.6
5] 7ket 5519 AA Y2 Al S wmrt 2 A A o oFF
o] 7t AAT W= S AANA TR, S AAV 5 A
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A9 22 A T e dAE AYsta dirite] Ay e
gkoojEska 7] wiiEel A e o] ojeyd Ag AL Z
7t AR AmE dAAT A AFe] A AA 9 g 72 o3
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TR 2d w3 wgk | 4d w59 wwk| 7] g | A X 2(p)
50091 w7k 7.7 23.1 154 53.8 0 100
3.225
50091 o] %
N 19.4 22.6 12.9 41.9 3.2 100 (.919)
15009} ==k
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A AAR 0T AANE FosA gow FTAZ A58 = At 114
= 5 oy A AP Aotk <& 5-1>2 VPt wWE 3

n] FTAZ 3k of2Alslto] ek AF o8 A F
7 At 65.5%, Wkt 29.1% 8 AL 9 STk o] e A =y A

}714do] FTAEIZ 2 ofZA} o] Brpu 2 5 9t

<% 5-1> 3u] FTAZ 3 of ZA}3}

T vt |0 gu | e b wrk | 7 X 2(p)
5009 ] vt 7.7 53.8 23.1 154 100
10.471
50091 o] %
- 0 71.0 29.0 .0 100 (.106)
15009} =k
15009 ©] % 0 63.6 36.4 .0 100
A 1.8 65.5 29.1 3.6 100
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<X 5-2> v FTAZ Qg |2 A3} s Awet

BARA e a9 kel e
AT
it 2 84 3 EAALF| Sz | A&2ZA | 7] g A X 2(p)
o g4 |k ggs A
5009 w]wk 69.2 .0 23.1 .0 7.7 100
6.808
5009 o] 4
- 77.4 3.2 16.2 3.2 .0 100 (.557)
15009 W] vk
150091 o] & 2.7 9.1 9.1 9.1 .0 100
A A 74.5 3.6 16.5 3.6 1.8 100
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<3 5-3> @mW FTA7} 3lAtell v X &= Risk

it avt | ok an | ow obF wet | A X 2(p)
500¢1 w7k 7.7 61.5 154 154 100
10.762
50091 o] %
- 0 67.7 32.3 0 100 (.096 )
15009} =k
15009 ©] % 0 72.7 27.3 0 100
A A 1.3 67.3 27.3 3.6 100
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AR o W] AY HE3|AL

@ ookEo e o ol(o]F N AR, WA d) P EA A x|

oA GMP |32 1958 ¢ ml= A2k 3| (Ph RMAW®)o A F4 HZ
9 ¥ 3] (Quality Assurance Committee)=S A 2| slo] 196130 2 k% A
o FAwo w3 J3Y AFAA GMPAA R 8o I FA9
th. 19619 Talidomide °f8tAbare] LAS 7712 v = FDACA 1963
FDACGMPE A4 &3t 1964dFE 1 Aol Sojztoem 1 W4
& toopE o FHo| A AP EE HFsE CGMPol A @shA of
st Wolu AIMEE Alx ¥ B By gFe g dEFow
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g3 71995k A H Ak 1 o] 3 1970d EFTA(European Free Trade
Association @ FHAFFIAT)S EFTA-GMPE #| A dle] A8 WHO,

16) Ph RHA : Pharmaceutical Research and Manufacturers of America
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