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OUR PRESENTATION

Paul King

WASHINGTON DC LEGAL COUNSEL
Pharmaceuticals, Patent and

FDA Matters, Government Affairs
Business

WASHINGTON DC LEGAL COUNSEL

Pharmaceuticals, Patent and FDA Matters, Government Affairs Business

KING PLLC IS A LAW FIRM LOCATED ON
CAPITOL HILL IN WASHINGTON DC, WITH
NINE YEARS OF EXPERIENCE LIVING AND
WORKING IN TOKYO AND OSAKA AS A
LAWYER. WE ADVISE MAJOR
PHARMACEUTICAL COMPANIES IN
COMPLEX MATTERS. THE FIRM IS
DISTINCTIVE FOR ITS DEDICATION
SOLELY TO PHARMACEUTICAL AND
OTHER HEALTH AND FOOD AND LEGAL
AFFAIRS, PRINCIPALLY PATENT, FDA,
AND HATCH-WAXMAN MATTERS, AND
TO RELATED U.S. GOVERNMENT AFFAIRS
AND BUSINESS MATTERS. WE OFFER
OUR ADVICE AND FORMAL LEGAL
OPINION ON SUCH MATTERS.

A SERIOUS CONCERN REGARDING
JAPANESE COMPANIES IS THEIR
RELATIVE UNFAMILIARITY WITH THE
COMPLEX US. LEGAL SYSTEM.
ESPECIALLY IN WASHINGTON DC, THE

006

CENTER OF FEDERAL LAW AND
GOVERNMENT, MANY JAPANESE DO NOT
REALIZE THEY CAN AND MUST TAKE A
PART IN US. GOVERNMENT AFFAIRS
BEFORE CONGRESSMEN AND WOMEN
AND BEFORE GOVERNMENT AGENSIES,
SUCH AS FDA. BEING VERY FAMILIAR
WITH JAPANESE COMPANIES, KING PLLC
CAN INTERACT ON THEIR BEHALF WITH
GOVERNMENT REPRESENTATIVES.

KING PLLC
PHARMACEUTICAL LEGAL SERVICES

CONTACT:
PKING@KINGPHARMALAW.COM
KING PLLC

CAPITOL HILL

500 NINTH STREET, SE
WASHINGTON, DC 20003-2838
USA

202.543.7600 FAX 202.543.9230
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Certified Eofessional Secretary

KEWEERR earco=m=it smHRmFBabel University®

CPS - CAP&# LI

CPS

TR (VTR N—R)

* NI

*¥F 7223225 —a>
(Oral,Written) .EY 2 ZAL-52—

* ) T ETR

*SET(PL B/S)

*YRVAN(BREERAE
EIE)

* Lt TF—a> LD
LS ERMFEEE DA
(Z7OCHLTEZSND
PBEETE,

CAP
ZEEEDCPSMHEFEFEIC
LHRBREEEEAEMA
AT ZX7AICHLT
57 5h 3 EfRER,
FREHTE
*7OvzIy hER
*F— LG - B

* PRI 2= -3

* KEMBADN—Z,

CPSE&1E I3 £K200L0 k£
DKRZF « TR THIB0E L

B

o e

MERS TN R
I .Office Systems & Technology (CPS&CAP)

150 2R

I .Office Administration (CPS&CAP)

150f 2R

IT.Management (CPS&CAP)

150/  28FH

V.Advanced Organizational Management (CAP)

150fH 3.50%ME

Office Systems & Technology

I.Computer Hardware, Systems, and Configuration

II.Document layout, design, and reproduction

II.Software
Usage

Installation and configuration

Types
Troubleshooting

IV.Managing Physical Resources

Equipment and supplies
Ergonomics
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CPS/CAPHEBIRFEM
CPS EX S
(SA-1MADE-LMER) | <FKHE><EBEME>
SRHEDHBRICATE
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GE) BAIOSBoSIELN | AT ELLE

CAP 4Kz 2FLIE
(5B - 11A®

B SBTHRE) () EBEEIEREIC
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AN 6B
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@ Application (B8&)
K ZEREARNADEAK
AT ER ORI 2RSSR
QWEREE

* FERESRFL  $65

*CPSZERH  $200

*CAPZERF  $250

*EZERA(RE) $75

* CPSHILH—DCAPZERF]
$135

@ Job Function and
Employer’s Statement
*ERE (LT PWEHE

ES R H1Z) 4

* FE FHEARE DEEFA

* 1018 H O ZEZEAREIRA
(FLERICER S B WEFRE
ARE)

*ESL TN E BB EAA

(EFEZBRIIABFEELR

ICEEBAT 32 & THT)

Office Administration

I .Records Management
Filing systems
File management

Filing rules and standards

Security of records

II.Communication
Verbal
Written
Rules of grammar
Business etiquette



Certified Administrative Professional

http://www.babel.co.jp/cps/

% International Association of

IAAPIZOLT WA Administrative Professionals®
*G0EFEHIHREANDTOT v 3 FIIEBERRE,
*HRPIZ600DHEHERT B,

*1951F (CCPSERERER & Eht,

*CPSE&1&E REt #964,000A,

*2001F £ V) L&, CAPERTERER & £k,
*IPEDCAPKRILZ— #13,800 N,

*CPSERTE 3 KEH#I200DFE KX + 4K THIBOHALA

BEINTWS,

Management

I .Human Resources
Basic management principles
Recruitment and selection
Evaluation Legal and ethical issues
Job analysis Training
Compensation and benefits Record keeping

II.Accounting Procedures and Analysis
Accounting procedures
Financial statement analysis
Managerial accounting

II.Time Management

IV.Communication
Nonverbal Presentation techniques
Professional protocol Legal issues

KEWE LRES

IAAP World Headquarters,
Kansas City, Missouri(USA)

http;//www.babel.co.jp/cps/message.htm

N Internatlonal Association of
w Administrative Professionals®

Information...Education...Networking...it's all available through IAAP!
The International Association of Administrative
Professionals (IAAP) is the world's largest
association for administrative support staff, with
over 600 chapters and 40,000 members and
affiliates worldwide. For mor
than 60 years, IAAP has provided
up-to-date research on office
trends, cutting-edge publications,
outstanding seminars and |1AAP
conferences, and top-notch .
resources to help administrative
professionals enhance their skills
and become more effective
contributors to their employers.
IAAP association mission

http://www.iaap-hq.org

Answers to frequently-asked questions
about membershij

Advanced Organizational Management ccar oniy)

I .Organizational Planning
Critical thinking & decision making Strategic planning
Communicating mission and values
Allocating resources

II.Advanced Administration
Mentoring and training  Conducting research
Coordinating projects Delegating and empowering

IT.Team Skills
Team building Team leading Group problem solving
Resolving conflict Conducting meetings

IV.Advanced Communication
Nonverbal Presentation techniques
Legal issues Professional protocol
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This Agreement made and entered into on this
day of December 31, 2006 by and between ABC
Company Limited, having its principal office at 1-
1-1, Ginza, Chuo-ku Tokyo, Japan (hereinafter
referred to as "ABC") and XYZ Corporation
having its principal office at 100 Fifth Avenue,
New York, N.Y., USA.,

WITNESSETH THAT:
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Introductory Clause® &IZWhereas Clause &
W, FRHOBRE RS, LHE L LBHEORR
T 2 A RBR R E T, 728 2 ITHED A
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FRIB U TR ZHAL ) RBRICH L LT
{¥Whereas Clauseld XKD & ) %L EHRAHTL X o

WHEREAS, ABC is a reputable manufacturer
of electrical appliances for consumer use in
Japan and desirous of selling its products to
XYZ; and
WHEREAS, XYZ is an importer and wholesaler
of home appliances in the United States of
America and wishes to purchase and distribute
ABC's products.
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NOW THEREFORE, in consideration of the
premises and mutual covenants contained
herein, the parties hereto agree as follows:
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Filing segment: Thomas Cruise Mapother IV
Unit 1: Mapother
Unit 2: Thomas
Unit 3: Cruise
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1) In an alphabetic filing system, files need to
be arranged in

A) a relative index

B) filing segments

C) filing-unit order

D) cross-reference

fiE12C)
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BT 2722y 702 LT,

2) Which one of the following demonstrates the
“nothing comes before something” rule?

A) John Bensen comes after Jonathan Benson

B) Shirley Macmurray comes before Shirley
MacLaine

C) LaSalle comes before LaSalle Builders

D) Xavier Thompson comes before Xavier
Thomas

fREEC)
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LTwEd,

3) Hoffman uses an alphabetic classification
system based on the ARMA rules in which
correspondence is filed alphabetically by name
of client. Which one of the following names
would be filed first?

A) Roberta L. Bernard

B) Bernarde Robot Company

C) Robert Louis Bernard



D) The Bernard Recreation Association

f#E13D)

A) C) BAATTOTHELAAHL Unitick$3, B) D)
FHATTOTIERFEY T2, D) DHEHO TheldHHHIIC
AN THREOUNitICED F§. 4 1 Unit. B) 1dBernade
DensH B NARLATEA) £, #2UnitiE 7V 7 7 X
MIETH i, D)—C)—A)—B) DI,

Otrice Administration
FyLVIHRE

1) A filing unit in an alphabetic system can be

A) a person'’s full name

B) a number, a letter, a word, or any
combination of those

C) the official name of an organization

D) another name under which the record
could be filed

o:q (:
TAZNMBEZC gD °£2Uun SU¢ L —s 8
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2) In an alphabetical file, which of the following
statements is correct?

A) Personal names are filed with the given

name considered as the first filing unit.

B) If the word The appears as the first word, it

will be placed in the first unit.

®)

D)

Filing nothing before something.
All marks of punctuation are placed in

parentheses at the end of the filing units

CARIL Y2

N ZWMHEONALERA—TT L4 AN " ZEWHLOSG
NG TORTR PULOHOZRS “HHl(HEMuN o
ZYE CLEQEZOQGANT2AU—AOL A () L L
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3) Which one of the followings would be filed

=

AU CENCENCENCENCENCENCE

first?
A) Atlantic Logistics, Inc.
B) AOC Consulting Co.
C) 2006 Active Learning Committee
D) III Arab Culture Mission

ST - BT Y FY OV LT RFNME O
YBEG A—AQURWFCEF QT cvLLAL
ORI

4) Index the names shown below. Which one
of the names would be filed third?

A) Mrs. Clare A. Carter

B) Rosa A. Hedges

C) Kenneth James O’hara, Jr.

D) Ann-Bolyne Hedges

CHAIR D M HE € @ e TN T RIL LTS
NCTOIRU b 40 A [ SN ° G £ W12
EA—TT L4 25 "L ERUDUYINUNGCERRIZY

(RN

5) Lita files correspondence alphabetically.
Which one of the following pieces of
correspondence will be filed last in the file?

A) A letter from Top of the World Tours

B) A letter to Brisbane Hotel & Resort

C) A report from Brisbane Tourist, Co.

D) A fax from The ICE International, Inc.
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DI EEZDEREHWE T 587 ) = IViHED
ZHHELET. ZORTERBEOR S E LTH
LN D%S, [The National Association of Legal
Assistants (NALA) | & [The National Federation of
Paralegal Associations, Inc. NFPA) | T, D% 4
M NG =N EDTFOIINTERNFLTET,
NALAICK B2 EE -
Legal assistants, also known as paralegals, are
distinguishable group of persons who assist attorneys
in the delivery of legal services. Through formal
education, training and experience, legal assistants
have knowledge and expertise regarding the legal
system and substantive and procedural law which
qualify them to do work of a legal nature under the
supervision of an attorney.
NFPAICK 2 E% !
A paralegal is a person, qualified through education,
training or work experience to perform substantive
legal work that requires knowledge of legal concepts
and is customarily, but not exclusively, performed by
a lawyer. This person may be retained or employed
by a lawyer, law office, governmental agency or other
entity or may be authorized by administrative,
statutory or court authority to perform this work.
Substantive shall mean work requiring recognition,
evaluation, organization, analysis, and communication
of relevant facts and legal concepts.
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True or False:

If a contract is voidable by one party for lack of
capacity due to intoxication, and if that party
later performs a portion of the contract while
sober, the contract is no longer voidable.
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e
ack is a delivery driver for Daffy’s Taffy, Inc, a
corporation. On Friday, May 13, jack drives his

—

delivery truck into the rear of Fee-Fee LuPue’s car.
Fee-Fee sustains injuries and is taken by ambulance to
the hospital. Fee-Fee remains in the hospital for several
days, misses work, and attends therapy for three
weeks. Under what theory can FeeFee sue Jack's
employer for damages?

a. Corporation by estoppel

b. Respondent superior

c. De facto
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o%%°%° What is Antitrust Law?
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INEDTE. 2OYYTNEHEE ZORTHE
MOBBEELETOT, KERERIEEZCHT S |

BEEPEAX—VEODHELLS.

1. R A% (Antitrust Law)
=T XHIBEE
KRE S EEE, K<
RENFAMEEOHEINTE
Fo MitiZE1E: (Antimonopoly
Law) (&, HARIZ D [H LB
MOBEED D HDTA A
= VAR T TE
ChTAPMEEN) &
MEENLTWDEF LY
I,HLNFERA
FHEFORZET, il |
(monopoly) DFEREL LT,
[HVTNV]ITRTAN] T
YYo= HEEY
FARRINH DT bW
5 EEWET, KETI,
19t#EE IS 2D ) bD
[T X b] (trust=>ICDH
WIX[MERE] - —ZE0HB

NI E OB B S 70, AW
Section 1 XU'Section 2& L TEHBAEETT .

FEMEZ RIS A Z L2 EIRLE9)DTEEIC LD,
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M5 e BT 52 EAMTbNB L)) £ LT

CO LS BATEERET 570 O E LTHIE |
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E3EN

bl G SN AN R N S G R - S PN

RERPO M AES 2 EET 22 L 12h 0 23 (B |
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E3E3 1

S E?
A%
(BABEL UNIVERSITY
Transnational Legal Program3&Ei)
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HEL, 221 -I-IMNFEL,
WARAE © HEF ITE

Kb A MEO B, HARDMESEE: (B
YR O B 1L OVATESUS | OFEAR A B 5 ) |

L BET 501,
HA % &0 72 & EOME S EAKEOR b7 2
MEZFAZLDHEDTY, ZOERTREDK :
FTAMEAERD L, BEOMEEL G

2. REZANEEEH T 5%

KER b T A MEE VoA, KE OB
IZBUT B L OV ORI A ER L 3R
DI L NV D T A b (federal antitrust laws)
E. 32DENL - THETH
MPy=—2vik

v x — < v#E(The
Sherman Act):18904F 12
Y=~ v B O
W& DT LTS
Lz, ZOHFADOW
TwEd,

NEL2572254TH
DL 81 S TH IR
THEDEIE]WbW 5K
FORGIHIBRTH B v
TN, HEARA Ty M
KO HEEORG[HIRTH
5 PRI GE A AERE - 5T
IS ORI A& E TH
HZERED, F2HEDN
[ #5517 % (monopolization)
DE |2 EDTET,
ERATH ORI FT, B
(felony) & &1, FHIZE]
DIFF LR T,
. 56140515 USC
1. 8 24H150SC2EA D £35, @035

2)7v4 bk

27 L4 b ¥ (The Claton Act):19144E12, ¥ ¥
— < YEOMBRI R HE = BT B 7201 2HIE
SNFE L7ze 7 A b IETIE, EEBER
EREODTWETH, ZOERIIxT 5 S #H %2 &
HOFHA, MEFILUTOLEB) TY,
% 2 4= (15USC 13) (3Section 13 ZH&,

fli#% 7= 51 (price discrimination) D £kl % F & T
F9, flifgAER & E, fHEICVw ) &, W LEME
BWFIZ & o TRZ Mk % 3% E
T5HIETY, 7ok 2 d, KEICHE T2 A
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AT A DS, OB HRT 5 X9 xhE %4
DB L9 haEm e sntd,
8 3 4= (15USC 14)
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BE. TBIMOEE A —H — OB A LIz <
S, BEDHIRENL BN D 505 T,
%5 7 4= (15USC 18)

EEEEEHIR LTV E T, VbW DA (merger)
RENDSOBKFOMEHI L 2 FEOHI

(acquisition) **A B & HIR T 2 & 9 BHAIZ,
ZOENLZHETAHALOTT, /2821, HAW

BWEWIHDTT,
(3) EHWMBIZR K&

JLFRELS | Zz H 4377 (The Federal Trade Commission
Act HEFTCELIFIENTWET) [ 19144E 7 L 1
FOEORATL EFRICHRSL L TWES, KT A
MEDOBATHER & L CTHEIFFNGIZH % (FTC) % 5%
CEFEREAT) ZEATEE T,

JCh o A MEICBT % B EFTCE: 5 4 (a) (1)
TAAIEZ U5 | 5 1: (Unfair methods of competition)
TEEE LTI, HVELHOTTRICHA

RYA DA< E Gl S

LTh&Ed,

affecting commerce, and unfair or deceptive acts or :
practices in or affecting commerce, are declared :

unlawful.

43012, 15 USC 45(a) (1) » @MSection 45I<

TBRTEET,

G IEARE, KN 72 M EORTOAL |
59, HEAREGEH L T-> T, (RRISEI
D% unfair or deceptive acts or practices(ZF 3 %

L OBUEL WESREEHICND) 2. B,
. ORTBETEET, 45, KEOEHIGIEH

SITHARTHENT 2 S D, AEIEI1ZEES (FTC)
TIA, HARORIENTIZEE AL, Fair Trade Co-

mmissionSHFEZ & o> TV T T (OFH8),
H—HEOWFEEEF LT, MoBHsA—7—
DEGEIIEL TI 7% 5 %\ & OFMEHIT TG
A7) L0 BGERIBLET, SOL) RITAYD
LRSS R, EMMEEL A, LT

3. BITHERS
HEEDPH > TH. 1% AT (enforcement) 35

T, AT EE 2 ZEH 2> TV ET,
M A MEDOAWY ZBATHEMIE, FIEA
(Department of Justice BHEDOJE RSN TWVE T

(FHlIZ DB ER) .
DOJIE., ¥ ¥ —< DS - KW T O

L ATEATV, FTCE 22 LA N Y OBITHIR %
AR LT A= —[AEWEHT 5 L. Wil
DEFEDNTE D ETH, 2089 BATAICE
D SRS N HEE, RETS>TELS
L CHRBRARE L 2R TY

HLIT, 223 —dHo~xAray 7 M5
ET, AR L VI BEEAMEIEATLERN?
HNL, FEEDESEEZoTY A 270 7 M2

FTClE, FTCED I, 7 LA b i #ATL
9,

F7o. MBS . INBUFBERIHES & ko7
R 7 A b i A CHERE SRR« ik
T&EZI0, WELZTMNOEREMREL B

T2, 7L A MrE45(15 USC 15) Tk, #&
NI & % = f5HEAE (threefold the damages) 25728 5
NTBY, BHEEEEHE T, KN A MED

L BITICEERERE S T
§5 (a) (1) Unfair methods of competition in or :

4.5&8

Dby KM A MEOBHZHHE S Tw
PPEF LA, W2 TL X922 KRENTHFIE
DETH A0, HplZHML T 2 L IFHEE
T¥, Wzt lchzo>TiE, LD T A
MEOREE L AT A THICB W B L, fEs
DL BT, COEFICESWTHRR IR
ELTW2O0EIR LRI abBnET,

Owww.jftc.go.jp/profile/gaiyo.htm  @www.access.gpo.gov/uscode/title15/chapteri_.html
(@www.access.gpo.gov/uscodeftitle15/chapter1_.html  @www.access.gpo.gov/uscode/title15/chapter2_subchapteri_.html

Gwww.ftc.gov/ ®www.jftc.go.jp/ @www.usdoj.gov/

#1. 7 X HEREEUnited States of America& &S, EMBFFDESAETHY) SMIEMILL AR HEEEFLTVET BL.Zhid.
MADEE R 5T 2HDTHY) (intra state) . MNE#A /| (inter state) I EFATHREIShET,

X2 RBOBRIES TV EDTTH EiRDUnited States CodeD4FMEDSBHNERLZDEDEIRT DIFHLLL>TVWET  AETIESHR
BICEX DS BAFEEHLETH  ZLEERICLESTOAL KT,

¥ KEDEFEIG 2 TDEED KEH—EH# (United States Code) DWVFThAEL THIEENE T, 15 USC 1&£LIDIE ZDHBDTitle

15 Commerce and Trade®Section1&15L 7,

#4.WAHEEDHE TMerger & Acquisition (LVHWBMEA) EVLVWET
¥5. 17OV INREASEIRETHY)  BEREH10BMEICh>TVET,
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MULTIMEDIA

"The Roberts Court:
Initial Impressions"
Video | Audio

"Z006 Supreme
Court Preview"
Video | Audio

i| "The Press and

| National Security in
wartime"

b Wideo | Audio

FacuLTy IN THE NEWS
10/19/2006 - ABC News
Professor Jost

10/18/2006 - ABC Mews
Professor Jost

MOore NEWs, ..

HEADLINES

Wl Law Professor Tim Jost is
Featured Guest with ABC News's Dr,
Timn Johnson on the Meed for
Universal Health Insurance

Professor Tim Jost, the
willet Farmily Professor
of Law at the
Wiashington and Lee
School of Law, was the
featured guest
recently on ABC's
"Healthy Life Series"
with Dr. Tirn Johnson,

ABC Mews has been running a special
series of health care-related stories
this weelk entitled, "Prescription for
Change: Fixing America's Health
Care System.”

ht washington and Lee Univ v School of Law

British Lord to Discuss
Cornwallis Family History
in Lee Chapel

Slate Magazine Editor and
Columnist to Discuss the

Roberts Court for 2006
Tucker Lecture

|5y more news...

UPCOMING EVENTS

October 270 Davis Moot
Court Competition Finals

Movember 9: PAD Annual
Charity Auction and
Reception

Movemnber 100 Mock Trial
Final

Go to Calendar
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[ Much as they rail against fake goods, brand owners have
helped make piracy pay by often charging prices
unaffordable by all but a few consumers in poor countries
such as China. That is particularly true of luxury goods
makers, which rely on high prices and aspirational
marketing to give often easily replicable products an aura
of scarcity. |

[ Ultimately, the best weapon against piracy is not clever
lawyers but national prosperity, which generates powerful
market incentives to respect intellectual property rights.
The US, of all countries, should understand that. During
the 19th century, it engaged in massive foreign copyright
theft, even enshrining the practice in law. Todays, it is the
world's foremost advocate of strict IPR enforcement
everywhere. |
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