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Transnational Pharmaceutical Corporations’
Human Rights Responsibilities for Access

to Affordable Medicines:
Theory and Development

Chuan-Feng Wu™

Abstract

For decades, the lack of access to needed and affordable medicines
has unduly restricted individuals’ right to access medicines. The high
prices charged for life-saving drugs have disproportionately burdened
poor households with health expenses and imposed negative effects on
individuals’ health and equality of health in society at large. However, in
addition to the states, transnational pharmaceutical corporations (TNPCs)
also play an important role in the protection of the right to access
medicines. Globalization has contributed to the increasingly central role
of TNPCs and transformed governments’ ability to monitor and protect
human rights. In other words, TNPCs have become one of the most
powerful economic and political entities in the world and have greater
economic power over markets than do states. Through abusing their
power of market dominance by charging excessive prices and through
lobbying against the legislations that protect the right to access
medicines protection, TNPCs constantly impose human rights burdens
on pharmaceutical accessibility. Therefore, it is misleading to impose
human rights responsibilities only on the states. Based upon the human

% Assistant Research Professor, Institutum Iurisprudentiae, Academia Sinica.
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rights paradigm, this article reevaluates the justifications and contents of
TNPC’s human rights responsibilities for providing affordable medicines.

KEYWORDS: transnational pharmaceutical corporations (TNPCs), right
to health, right to access medicines, human rights
responsibilities, minimal health.
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B A (World Health Organization > DL fiff
WHO) Z e » FHFERE 17(8 A ARSI (access) B A2
P)(essential medicines) THAISZENG « Hf ~ S0 2 BE"  THE R
e b B 52 f AR E 25 R B %% (least developed countries > DL fifi 1
LDCs) & @ S8 ZEYER (JoH R R e YR
229 ) » BT R R AT F i R HRE = B 17 [ 18 (economic
burdens) » F I RRESEIFAIA LA - BEITNS - ARV EE Y
PFHEEC SH - BEGEE R R Bl 5 R R S HH 2 25%-70% » FHER A
T3 I B A ] 2957 H L (A5 5015% « T7E e e 38
Fr R B g TRl R Bl PR Bl o < A 22 5 (L H B EEY)ERS P
ERG R AYEAER ) » DIRIRAE R fEFEAN ) (health inequality)
FEIRE (15%:2 fH 5 TS EERIO1 % S22 AE(EE ) © - B SR
B B R EE A M (the right to health)” fRIE(H T AR B EE 2~ B -
It FEYT AME R R A e AR < A 22 H AN T Bk B2
SRR A PRI BT -

oo A A Bty Tl L pAMEERALT & 2 £ (those that satisfy the
priority health care needs of the population) ;; H #4752 5 § scld &2 % 24
(efficacy and safety) ~ 4p %f = % 2% & (relative cost-effectiveness) ~ & 5 (adequate
quality) ~ 2 % 2 dp B (AL ST A RA G BRAKALZEG)
% - World Health Organization, The Selection of Essential Medicines, WHO Policy
Perspectives on Medicine No. 4, WHO Doc. WHO/EDM/2000.4, available at
http://whqlibdoc.who.int/hq/2002/WHO_EDM_2002.2.pdf (last modified on Oct.
15, 2009). See Carmel Shalev, Access to Essential Drugs, Human Rights and Global
Justice, in BIOETHICS IN A SMALL WORLD 93, 99 (Felix Thiele & R.E. Ashcroft eds.,
2005).

2 WHO, MEDICINES STRATEGY: COUNTRIES AT THE CORE 2004-2007, 14 (2004).

3 ED SCHOONVELD, THE PRICE OF GLOBAL HEALTH: DRUG PRICING STRATEGIES TO
BALANCE PATIENT ACCESS AND THE FUNDING OF INNOVATION 210-11 (2010).

4 WHO, supra note 2, at 14.

5 Id. atl5.

6 FHERTY AREEE AW 2 mE N E o LT 2 ER AR
ZARGREELTEHMAEFRZFE T3 Bl E&H TR EERE
P LB > T 589-600 (2011# ) - Id. at 15.
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&R WTO) FriEak @ BB %{ZE > % (transnational pharmaceutical
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A1 SR ETZE B > AN EEE IR A G 2 B PR R S A R RS R B
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CEIFEILL  EI P B B e SRR R S SR R
B2 )] CRE R A RIEEEEFREKE I
21710 (EB A RS B S B T E M R MR 35 Al

TORAREREFAFL A TEF - whkEiR T B, 2 TEREH
B NEE o @ R AL Y TR E3d 2 [ the right to access medicines |
FRE H IR P F R ?1%‘ FH2iE? 5 AP RS AR A
Bz fmk 4ol dc A€ ~ 2 L #EJIE R ¢ (Committee on Economic, Social
and Cultural Rights > 127 #§ #£ CESCR) % - = 5L% 2 2 (General Comment No.
14)% 12834 % 7 41 * 4 (availability) &2 7 1T 14 (accessibility) p% » { 12 T health-
care goods | ZALl & A F ¥ 415 i fL2 # K(medicines) ¥ ¥ % & 14 (medical
equipment) © F]#t » A itz R GIBEIR X S B R L A o L L EAR
* % 73 Tthe right to access medicines | ¥ % 5 " # 4 :7% #4], - UN. Econ.
& Soc. Council [ECOSOC], Comm. On Econ., Soc. & Cultural Rts. [CESCR],
General Comment No. 14: Substantive Issues Arising in the Implementation of the
International Covenant on Economic, Social and Cultural Rights — The Right to the
Highest Standard of Health, UN. Doc. E/C.12/2000/4 (Aug. 11, 2000) [hereinafter
CESCR General Comment 14].

8 Justice C. Nwobike, Pharmaceutical Corporations and Access to Drugs in
Developing Countries: The Way Forward, 4 INT’LJ. ON HUM. RTS. 127, 127 (2006).

9 FHRAFAERZEFrTEMARIIRA T LR A BRRAD > 0T 248
(3x6) > T 649-657 -

10 Paul Gordon Lauren¥ > th3 4%~ 7 5 £ ~ P72 diF > RE A ek > |
558 (2008 ) - M. E. Crow, The Human Rights Responsibilities of Multinational
Tobacco Companies, 14 TOBACCO CONTROL iil4, iil5 (2005). Barbara Cochrane
Alexander, Lack of Access to HIV/AIDS Drugs in Developing Countries: Is There A
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VIR MG 417 57 [ A= B 4948 (gross national product » L f
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Violation of the International Human Right to Health?, 8 HUM. RTS. BRIEF 12, 14
(2001).

I1 See RAJIAT KHOSLA & PauL HUNT, HUMAN RIGHTS GUIDELINES FOR
PHARMACEUTICAL COMPANIES IN RELATION TO ACCESS TO MEDICINES: THE SEXUAL
AND REPRODUCTIVE HEALTH CONTEXT 9 (2008), available at http://www.essex.ac.
uk/human_rights_centre/research/rth/docs/Final_pharma_for website.pdf (last visited
Mar. 20, 2012).

12 Lissett Ferreira, Access to Affordable HIV/AIDS Drugs: The Human Rights
Obligations of Multinational Pharmaceutical Corporations, 71(3) FORDHAM L. REV.
1133, 1170 (2002). ANDREW CLAPHAM, HUMAN RIGHTS IN THE PRIVATE SPHERE 93-
94 (1993).

13 OXFAM, CUT THE COST: PATENT INJUSTICE: HOW WORLD TRADE RULES THREATEN THE
HEALTH AND POOR PEOPLE 11 (2001), available at http://www.maketradefair.com/en/
assets/english/patent.pdf (last visited Dec. 1, 2010). & ¥ 4z > # ,ﬁ:%ﬁ E2P2LPF
PR AR T IELE o R s s FRRE RS TR L
W2 o P11 (2005# )o (31 % B REHRZFTH) -
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B 0 B DU R RS IT FRE R T R R B2 42 2 (direct or
indirect violations)'®2 HE ; L3 AHE (HEMS AEEE) ME2
W 7 B e S PRIV A O o BB BRI - PRI/ T R B R
L PRGBS W B 2 ISR R (s A3
ELg ey BLPKE S wrrsEi o (H B RS HTS B £ S B ST
RERIFEIRUAS SO ETR - B B2 (ARt e s T
(social responsibility)ifi7FEIFS A MESLAT S BB ) BIE(TRA 2 5
H (HNEZE L EYT A S Ema " SE R R R

E£9 o, BEXP LT 47 Marcia Angell ¥ > ¥ T EF BR2E - F36
(2006 ) ° Eleanor D. Kinney, For Profit Enterprise in Health Care: Can It
Contribute to Health Reform?, 36 AM. J.L. & MED. 405, 423 (2010).

15 Paul Gordon Lauren ¥ > %34~ @5 £ ~ {F7243F (3£10) > F 559 -

16 Bret 08RG £ B B0 A 2 75 —4oB & 5 (war crimes) ~ F A if &2
#8% 7 4 3 (crimes against humanity and genocide)— % 7 & f ¥ A F = > &
EFSHFI G LR SRHBTRINFLILABRETEL A LEHTEFREE
PARZ EEFL—wREFTR (RHREE TR -Mp SR 3 Eix)e
AR B2 PR & ¥ 7 R 8B R RE 2 50U+ S (complicity) 2 {7 5
f #:% & % 73 (legal obligations) £ i 4t F iZ (ethical responsibilities) » ] % #7&
oo FUN R g AR L RT A A2 2 335 4 o ITren Khan, Understanding
Corporate Complicity: Extending the Notion Beyond Existing Laws 3-7, Address at
the Business Human Rights Seminar (Al Index POL/34/001/2006) (Dec. 8, 2005),
available at http://www.amnesty.org/en/library/asset/POL34/001/2006/en/c866d1a9-
d44b-11dd-8743-d305bea2b2c7/pol340012006en.pdf (last visited Mar. 24, 2012).

17 Paul Gordon Lauren ¥ > %34~ @ 5 £ ~ {F7243F (3£10) > F 558 -

18 See, e.g., Klaus M. Leisinger, Corporate Responsibilities for Access to Medicines,
85(1) J. Bus. ETHICS 1, 1-21 (2009) (published online in Novartis Foundation for
Sustainable Development, DOI 10.1007/s10051-008-9944-4),  available at
http://www.novartisfoundation.org/platform/apps/Publication/getfmfile.asp?id=612&
el=2735&se=124414503&doc=184&dse=5 (last visited Feb. 26, 2011). Klaus M.
Leiginger, The Corporate Social Responsibility of the Pharmaceutical Industry:
Idealism without Illusion and Realism without Resignation, 15(4) BUS. ETHICS Q. 577,
577-94 (2005).

19 See, e.g., Sarah Joseph, Pharmaceutical Corporations and Access to Drugs: The
“Fourth Wave” of Corporate Human Rights Scrutiny, 25 HUM. RTS. Q. 425, 425-52
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(2005). Chuan-Feng Wu, Transnational Pharmaceutical Corporations’ Legal and
Moral Human Rights Responsibilities, 7 AIWH 77, 118-19 (2012). Ferreira, supra
note 12, at 1133-79.
20 See, e.g., KHOSLA & HUNT, supra note 11, at 1-23.
2 RALEE A HBBRUFLELE LG A A “%ﬁ%o%
? b Qe L E %‘? HEEARF BRSSP (transnatlonal corporatlons TNCs)iFik 2 5l
LR ﬁ*“ H g7 EE T K72 B ¥ A (nationals) ¥ i JRG-# 2 W/z
%i’ ﬂg@uﬂ&*@iﬁ@’ﬂliﬁ«r,ﬂ.oxe-}zpflpﬁ&%ﬁ]mi B 4

A‘ﬁ

ﬁ%’iﬁgﬁbkm’pBWWW Lk ERRE Bk EE TR
FEEAB L § R AR R L PR AR L

FIEEF D P PTG TR ARR B S BRI (g T2 5“ <L) Y S
BEEpr{EL jpa(mtematlonal norms)L ”,q‘»ﬁﬁ}_r’ (e F% € &7 S
BRAPIRAER A b A BB R R BAEEL S
(accountability > & 35 % £ =) 7 - #W}i#‘ti AR RFANBREERR
FoA RSO E R A E 2 EER R - ﬂ?gw’ﬂ, BT g ILd
FHEES T P B R F i (urisdiction)fs > 2. 2 (@ 2LH - ) x4
RERSZIRPRFAEF P2 F ERE @@t hg 2 >k & i (global
responsibilities) © F]yt » &%‘Isﬂ"&?\lﬂ" ¥z 4 *}Ef; ENE o #F§ FIH R A 2
TEHAF TR - £ 84 BB ES 2% T390 (2008# ) Lort F
DAMROSCH ET AL., INTERNATIONAL LAW: CASES AND MATERIALS 424-25 (2001). Sol
Picciotto, Introduction: What Rules for the Worlds Economy?, in REGULATING
INTERNATIONAL BUSINESS: BEYOND LIBERALIZATION 1, 6-7 (Sol Picciotto & Ruth
Mayne eds., 1999).
22 Bt i%ip‘g fa AT HBRAE L ERRES T B AT T 2
T hEART % ‘f\f&’ LidEa? BERFITREREAE RS 2 FEA
B TR P E%‘f&]‘?i,%ﬁ Y2 M EER R ERUE L %%*‘?F&]‘%‘- A
'%é%‘#g§ﬁ9<wﬁ%.ié*%i%%wpﬁ@‘ﬁ%mﬂé
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RARTE i IERAE L EHRA L ?@#Qtﬁ%ﬁ?
B (SR ) EREF > P S 7\@.;:)2..:1 T e B (FEALY
sz \F:bﬂq ) e (2) Yo BRRBEARARE A S R M;M ‘\éﬁf;fr'ﬁ"*
A2 &A% 0 @ & § B4 & F3(indirect responsibilities) 455 K H £ & ¥ 49
B iz ’f*%:iz» v I A R "T’* BB P e R R R ABRUEL F2 R
TG T AHYEME R ARTHEER? TR RER (:‘:’-EL%’: $2_
ﬂU wﬁ%wﬁﬁﬂtwi@ﬁﬂkﬁ%@iiﬁ:@ﬁ% i 2R e
FREFTY BUARLEANFLE A & RN IR T
(direct responsibilities) » if ¥ it 2 417 % 1] IR 2 B GEL %1~
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FHAE/AZEIF(public domain) LAY R EEY) T FHREFI [ fRIE 2 22 -

B PR A PEEL R ER 75 (health affairs - /045 fd FR Bl fe R HERE )
M EYIRRE - fEF B AR UR A B s B S
B B PR A E FEE AR A5 AMEE S (Universal
Declaration of Human Rights > DU & UDHR ) %25@& - R AE
tH#%ZEE (Constitution of the World Health Organization * LA [~ fiff
WHO #FE) FiE ~ &% ~ it ~ SULHEF]EIFE 4] (International
Covenant on Economic, Social and Culture » DU N fi&if ICESCR ) 55
12168 ~ VEEREHR 20— Y R A% (Convention on the Elimination
of All Forms of Discrimination against Women > L N CEDAW )
5126 » SAEEREF/A4 (Convention on the Rights of the Child » L4
T fEfE CRC) 282465 ~ 5 AFEF/ANH) (Convention on the Rights
of Persons with Disabilities » DU Miifif CRPD ) Z525f5% = MM A
REPYRASAN [ B PR S 2 87 > IR (32 ta 1 (positive  rights)
VB MR ER S (1238 RARE ST 57 IR AR 155 B B 7R e
R HER > DL T B K B HRR AV & A 1 2R
ZAETE) T 7\]3)'3‘14% (negative rights)E2FE 7 £ HE ] (rights to due
process)Z 4> —— WSS ~ it ® ~ LEFIZEE® (Committee

igd»ﬁs;«;]g%g_—gﬂﬁ#u Mo AR BT BEFAAEETSRZES (4o
F oA TR H S F ¥ j”"fg —lf‘rﬁchl ~ l%;]l"r:fr'izjﬂ—*w AR E S - S
(2) 2P ) e @ i ﬁ%{‘ﬁ'&&’vz*ﬁj\miﬁ,fw%w,w—:
DRRABANUEEE | BES T R R

23 @ WHO %3 » Bh2 2hs T4 w2 ik a2t
4p # Jp 2 # 7% (health is a state of complete physical, mental and social wellbeing and
not merely the absence of disease or infirmity) °

24 S. P. Stich, The Many Rights to Health and Health Care, in RIGHTS AND
RESPONSIBILITIES IN MODERN MEDICINE 15, 15-31 (M. D. Basson ed., 1981). UNITED
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on Economic, Social and Cultural Rights > DA N fiif CESCR ) ZE-Y
8 & (General Comment No. 14)558 B {5 Fi & IR A BR R R H
R EEE B T E A2 - BEIMEA » DURSEBOEE
BRI L 2 BB R o 2 MR

M7ERERE A RES BEIZ AR - SR RS R
(the right to access medicines) B s {EHE A2 EEAHS ¥ 5 EHH

NATIONS DEVELOPMENT PROGRAMME, HUMAN DEVELOPMENT REPORT 2000, 93
(2000).

25 Paragraph 8 of the CESCR General Comment No. 14, “The right to health is not to be
understood as a right to be healthy. The right to health contains both freedoms and
entitlements. The freedoms include the right to control one’s health and body,
including sexual and reproductive freedom, and the right to be free from interference,
such as the right to be free from torture, non-consensual medical treatment and
experimentation. By contrast, the entitlements include the right to a system of health
protection which provides equality of opportunity for people to enjoy the highest
attainable level of health.”

26 Paragraph 43(f) of the CESCR General Comment No. 14, “To adopt and implement a
national public health strategy and plan of action, on the basis of epidemiological
evidence, addressing the health concerns of the whole population; the strategy and
plan of action shall be devised, and periodically reviewed, on the basis of a
participatory and transparent process; they shall include methods, such as right to
health indicators and benchmarks, by which progress can be closely monitored; the
process by which the strategy and plan of action are devised, as well as their content,
shall give particular attention to all vulnerable or marginalized groups.”

27 R AR EMPRT RS 28 5 2 wmF R AR BRI
1o E 8 1488 - T 140-156 (2007& )

28 Ferreira, supra note 12, at 1159-72. KHOSLA & HUNT, supra note 11, at 2. Molly
Beutz Land, Protecting Rights Online, 34 YALE J. INT'L L. 1, 15 (2009). Stephen P.
Marks, Access to Essential Medicines as a Component of the Right to Health, in
REALIZING THE RIGHT TO HEALTH 80, 86-94 (Andrew Claphan & Mary Robinson eds.,
2009). Holger P. Hestermeyer, Access to Medication as a Human Right, 8(1) MAX
PLANCK Y.B. U.N. L. 101, 125-44 (2004).

29 73 ¥ ikyg ICESCR % IS(1)(b)iFR T > L RE ST FHEN 2 7 12
42 41F > A Hixdp ICESCR % 15(1)(b)isF B 3 X 428 ~ 2 F@fjwirg 4
AR B E 2 AR R S F Y 2 4l ¢ 4 CESCR
General Comment No. 17 %452 € > FHiEsE Tk W3 2 fLFEh 2
41> s &2 22 ICESCR % 15(1)(c) i #rifF 2. # 4 A&E P4 2 40 3 FLf7 o Article
15 of the ICESCR, “The States Parties to the present Covenant recognize the right of
everyone: (a) To take part in cultural life; (b) To enjoy the benefits of scientific
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ZE B e EE T T HERET o AR ARERT B o A R
F(essential elements) > EFERSEHARFIEE LT3 (ICESCR %
12Q)(a)fik ) ~ FHPFEFFIFERE SR (ICESCR F12Q2)(c)fik)
FR A0 (CESCR General Comment No. 1458543(d)E%) ~ &
EEYYE 2 E BEfE (CESCR General Comment No. 14Z544(b)
Be) - fEEISE B AIREME - BN AREER ICESCR 28 12(1){5FT
s R IE R T A ADER 2 i w2 A B B B (R R 2 A E (the
enjoyment of the highest attainable standard of physical and mental
health) | '« [Kljft, » CESCR General Comment No. 1455 12E% K, 5543
B L3R - BIRFATE SR 235 (core obligations) » JEALFE{EN

progress and its applications; (c) To benefit from the protection of the moral and
material interests resulting from any scientific, literary or artistic production of which
he is the author.” Paragraph 4 of the CESCR General Comment No. 17, “The right to
benefit from the protection of the moral and material interests resulting from one’s
scientific, literary and artistic productions seeks to encourage the active contribution
of creators to the arts and sciences and to the progress of society as a whole. As such,
it is intrinsically linked to the other rights recognized in article 15 of the Covenant,
i.e. ... the right to enjoy the benefits of scientific progress and its applications (art. 15,
para. 1 (b)) ... .” U.N. ECOSOC CESCR, General Comment No. 17: Substantive
Issues Arising in the Implementation of the International Covenant on Economic,
Social and Cultural Rights — The Right of Everyone to Benefit from the Protection of
the Moral and Material Interests Resulting from Any Scientific, Literary or Artistic
Production of Which He or She is the Author, UN. Doc. E/C.12/GC/17 (Jan. 12, 2006)
[hereinafter CESCR General Comment 17]. Marks, supra note 28, at 87-88. £ 2%
(316) F591 -

30 A3 AR E S iy TRt B ERAMZEERET L2 #5 (those that satisfy the
priority health care needs of the population) | » Carmel Shalev, Access to Essential
Drugs, Human Rights and Global Justice, 24 ETHICS OF SCI. & TECH. ASSESSMENT 93,
99 (2005).

31 % 2% (356) F589-590 - B 5 - HEMLBApmfie] suinh 7 &4l
7 (antibiotics) ~ $ & FE % 2 o § & #Ll )% (antifungal agents) ~ ¥4 & %

(4- AIDS) 2 inf § & #up#+ # (antiviral agents) 2 + # % (interferons) ; * %5 i
BIEEFET T AR E- 41%53%%*;]’5 BL B R BEP > AV FliEFR AR
SR P A ¥ i 48 4 (malpractice) —4r 3% % B & inhFRApHLE- T
P AR P FEEALG Y (G AL o T FRLHESEY 2
FEF o RUEHAP BB R 2 00 ) 2 iRt 2 IREE o 7 'J:ExI'éTJ ’ T?);‘ [CELEREREN R
#7107 (2010& ) -
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Wi o B AR R s (HIATFIF 1 - availability ) *> HAT3F
Fi (EDPVE |~ 4695 |-~ Bl 2 a3 > accessibility ) > B4
gy > DRI R L B B BRI 3 ER AT E—
SR S E B RIS TR T - DURE(RIR BT 2
BRI ZEE = A2 FIHEE - B4 B (United Nations » BT
RS UN) BRI E (R e e - TRy R i e A
14 2 B 2270 % (fundamental  element) — 21 A # 2% B & (Commission
on Human Rights)%ZOOl/%?ﬁ?}'%%% ~ K&V it € 25 (Economic

32 Paragraph 12(a) of the CESCR General Comment No. 14, “[FJuctioning public health
and health-care facilities, goods and services, as well as programmes, have to be
available in sufficient quantity within the State party. ... They will include ... essential
drugs, as defined by the WHO Action Programme on Essential Drugs.”

33 Paragraph 12(b) of the CESCR General Comment No. 14, “Health facilities, goods
and services have to be accessible to everyone without discrimination, within the
jurisdiction of the State party. Accessibility has [some] overlapping dimensions: ...
Physical accessibility: health facilities, goods and services must be within safe
physical reach for all sections of the population, especially vulnerable or marginalized
groups .... Economic accessibility (affordability): health facilities, goods and services
must be affordable for all. ...”

34 Paragraph 43 of the CESCR General Comment No. 14, “... these core obligations
include at least the following obligations: (a) To ensure the right of access to health
facilities, goods and services on a non-discriminatory basis, especially for vulnerable
or marginalized groups; ...(d) To provide essential drugs, as from time to time defined
under the WHO Action Programme on Essential Drugs; (¢) To ensure equitable
distribution of all health facilities, goods and services; ....”

35 Paragraph 35 of the CESCR General Comment No. 14, “Obligations to protect
include ... the duties of States ... to control the marketing of medical equipment and
medicines by third parties...also ensure that third parties do not limit people’s access
to health-related information and services.”

36 Paragraph 1 of the U.N. High Commissioner for Human Rights resolution 2001/33,
Access to Medication in the Context of Pandemics such as HIV/AIDS, “[t]he
Commission on Human Rights... [r]ecognizes that access to medication ... is one
fundamental element for achieving progressively the full realization of the right of
everyone to the enjoyment of the highest attainable standard of physical and mental
health.” UN. High Commissioner for Human Rights, Access to Medication in the
Context of Pandemics such as HIV/AIDS, para. 1, UN. Doc. E/CN.4/RES/2001/33
(Apr. 20, 2001), available at http://www.temple.edu/lawschool/drwiltext/docs/UN%
20Commission%200n%20Human%20Rights%20Res%202001 22.pdf (last visited
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and Social Council) [N AMECRIE K2 fEER i ZE B E (Sub-Commission
on the Protection and Promotion of Human Rights)Z52001/215% k&
# BB TESE B (Millennium Development Goals » DLF
f#if% MDGs) ** ~ Bt HIV/AIDS [R5 & 5 (Declaration of

Nov. 8, 2010). See also Commission on Human Rights resolution 2003/29, 2004/36
and 2005/23.

37 Preamble of the U.N. Sub-Commission on Human Rights resolution 2001/21,
Intellectual Property and Human Rights, “[w]elcoming Commission on Human
Rights resolution 2001/33 of 20 Apr. 2001 on access to medication in the context of
pandemics such as HIV/AIDS.” ¥ » 2%4-3% %2577 4 R -KELE & R A L 743
ZE R MAEMAEH A B PB4 L (“welcomes the report of the High
Commissioner on the impact of the TRIPS Agreement on human rights
(E/CN.4/Sub.2/2001/13)”) » @ 3%4F 4 » { E H-KRE 7RG & FR A 2L F 5
iT* o (Paragraph 32 of the report of the High Commissioner on the impact of the
TRIPS Agreement on human rights, “[s]tates are bound to promote the right to health
through the ensuring access to affordable treatments.” Paragraph 30 of the report
also argues that, “[t]he following summary of the General Comment [No. 14]
extracts those elements most relevant to a discussion of [ICESCR] article 15 in the
context of health. Of particular relevance are references to: the promotion of research;
access to affordable treatments, in particular essential drugs; HIV/AIDS; national
measures for the promotion of the right to health; clarification of international
obligations; and acts that constitute violations of the right to health.”Intellectual
Property and Human Rights, C.H.R. Res 2001/21, para. 2 (Aug. 16, 2001), available
at http://www.unhchr.ch/huridocda/huridoca.nsf/(Symbol)/E.CN.4.SUB.2.RES.2001.
21.En?Opendocument (last visited Apr. 9, 2012). UN. Comm’n on Hum. Rts, Sub-
Comm’n on the Promotion & Protection of Hum. Rts., Report of the High
Commissioner: Impact of the Agreement on Trade-Related Aspects of Intellectual
Property Rights on Human Rights, paras. 30, 32, UN. Doc. E/CN.4/Sub.2/2001/13
(June 27, 2001), available at http://www.unhchr.ch/Huridocda/Huridoca.nsf/e06a
5300190fa0238025668700518ca4/590516104¢92e87bc1256aa8004a8191/$FILE/GO
114345.pdf (last visited Apr. 9, 2012).

38 200097 - 1911 ¢ R WA E 4 %‘wﬂ“,fﬁ BroBB o~ Aok s P~ ¥
PORBEN CZFECARIELFAERAEM CRETLABMERNF £
(Millennium Declaration) » # ¥~ £ B2 i E X %1 TF E P& @
TEPERE 2B EROP R o TAHEL THERFEEFE PR
(UN Millennium Development Goals » 12 §§ fMDG ) o @ + £ 5 3 % 19
(MDG % 68k) i{ 533 B 7o $TAIDS ~ R A ~ B & Aoz PR > k- &
LHIVE# 2 w852 RA B w A RAR2ZFL FEEFF @2
B 23453 (vulnerable populaitons o dodF4 s 3ZE S X L) 2L
# (empowerment) * » B 7IF B ~ i F TR MAE A RAT R Rk
(def & A PRE - BAFR) 2§ - 5 RRUNF £5E 0 FLIER L2
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Commitment on HIV/AIDS)”% °

FEsL G A (RIS BRI E - MR SR 2 =T
ST B (R AR (R (LS5 BRI A S IT PRI DL B SR
F M R R MR L RS R A B ER
FERAHIR B ECE (AIBIF 29 E3 (national medicines policy » [
TR NMP)) ' P B IERE S E HE ERE T EYT
BEFILZ OIS T BB (R - SIS > BJEEH(South Africa Final
Constitution) #527(1)(a) {68 2K S A 0 JFE A ME sk ™ » (HEGE T

i¥-] %2008+ 3F % (MDG Gap Task Force Report 2008) » & i & B 5% 2“7/
Rz AR > AT EERE (T AAEL) MLFHEE A
2« & 70 3 & % (prerequisite) (“... the national constitutions define the fundamental
political principles of a country and usually guarantee certain rights to their people.
Health is a fundamental human right recognized in at least 135 national constitutions.
Access to health care, including access to essential medicines, is a prerequisite for
realizing that right.”) - Millennium Declaration, GA. Res. 55/2, at para. 19, UN.
Doc. A/55/L.2 (Sept. 18, 2000). UNITED NATIONS MILLENNIUM PROJECT, INVESTING
IN DEVELOPMENT: A PRACTICAL PLAN TO ACHIEVE THE MILENNIUM DEVELOPMENT
GOALS xviii, 79-81 (2005), available at http://www.unmillenniumproject.org/documents/
MainReportComplete-lowres.pdf (last visited Mar. 29, 2012). U.N., MILLENNIUM
DEVELOPMENT GOAL 8: DELIVERING ON THE GLOBAL PARTNERSHIP FOR ACHIEVING
THE MILLENNIUM DEVELOPMENT GOALS: MDG GAP TASK FORCE REPORT 2008, 42
(2008), available at http://www.unhcr.org/refworld/docid/4a54bbfld.html (last visited
Mar. 25, 2012).

39 Paragraph 15 of the Declaration of Commitment on HIV/AIDS, “Recognizing that
access to medication in the context of pandemics such as HIV/AIDS is one of the
fundamental elements to achieve progressively the full realization of the right of
everyone to the enjoyment of the highest attainable standard of physical and mental
health.” Declaration of Commitment on HIV/AIDS, at para. 1, UN. Doc. A/RES/S-
26/2 (June 27, 2001), available at http://data.unaids.org/publications/irc-pub03/
aidsdeclaration_en.pdf (last visited Apr. 9, 2012).

40 #FMDG Gap Task Force Report 2008 » B 2% % E:T % 5 it A T B2 <
EEE2 RpRirnEFSBRTEEZZ NP AEE KRG R RER
g 12 &% o UN., supra note 38.

41 i B R R 0 e WHO 2 %% > fhdpd BB L3021 F EF 1A 1
TRERZ Y R PR B ABRAG NS 2 SR KGR G %5%‘
B ¥ 2. % ] o WHO, PROGRESS IN ESSENTIAL DRUGS AND MEDICINES POLICY
1998-1999, 9-10 (1999).

42 a2 R27(N)@)ER T T E B A DG EITF R R 4R T i
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HRAGREASCRR E YT R AR BN Nl 1
Minister of Health v. Treatment Action Campaign Zzeh®  EhEE
IR ARG SHE AN A {J?%'EIW B NAE i 2 R AR
HIV/AIDS £/ (Nevirapine)Z #EF|* ; 7€ Minister of Health v. New
Clicks South Africa (Pty) Ltd. ZZH » FiEEFERIE—SEHIEE 2
R IR RN - MERSZEY)T R RB R P O P i R A 2 B SR
%“’Hﬁrﬁ%ZW%E% N B BRI R R R
B HlEL {5 E (prohibitive pricing of medicmes would in effect equate to
a denial of the right of access to health care) J  FEHE R EE 2 St
ER R FH R s T . #55  FA JE B T+ % B & (Competition
Commission of South Africa)7F Hazel Tau v. GlaxoSmithKline,
Boehringer Ingelheim Z<H 7 FE R T UT FH (i R R R A 65 R P e A HE
EEIESR 5 A2 FIEFT AR FE (constitutionally protected right to
access to health care services)4 o NEh B EEPEAE Cruz Bermidez
v. Ministerio de Sanidad y Asistencia Social £ Z& 1/ HERIERR A

& PR3 PRi%x(Everyone has the right to have access to —(a) health care services,
including reproductive health care.) | °

43 g2 F i AE R R E L %3 ENEY] Nevirapine (FEERpBLE R

Az %i,,%) T (L3P 2w Hi:‘ig &Nevirapine T 7 § % & #g W _RF A2
lé ) o2 FE v At e 2 ¥k BNevirapine 0 @ IES 2 G (e

tr g 2; FRPHE (e 2P R LAIDSHIVE FiE § # 5
Mk dE RS B ET AR A {2 & F 7 5 o Minister of Health and
Others v. Treatment Action Campaign and Others 2002 (10) BCLR 1033 (CC) at
para. 122 (S. Afr). £ >% (3£6)> 7597 -

44 Minister of Health and Others v. Treatment Action Campaign and Others 2002 (10)
BCLR 1033 (CC) at para. 135 (S. Aft.).

45 Minister of Health & Professor D. Mcintyre No v. New Clicks South Africa (Pty) Ltd.
& Others, 2006 (2) SA 311 (CC), at paras. 514, 704 (S. Afr.).

46 Minister of Health & Professor D. Mcintyre No v. New Clicks South Africa (Pty) Ltd.
& Others, 2006 (2) SA 311 (CC), at paras. 659, 706.

47 Statement of Complaint in Terms of Section 49B(2)(b) of the Competition Act 89 of
1998, Hazel Tau et al. v. GlaxoSmithKline, Boehringer Ingelheim et al. (Competition
Commission of South Africa), at para. 60.5, available at http://www.section27.org.za/
wp-content/uploads/2010/10/TauvGSKevidenceAndLegalSubmissions.pdf (last visited
Nov. 25, 2010).

\\
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WIHIERFEIT ] HIV/AIDS i (ZIBFTHE PUEERm S EEY)iaR
(antiretroviral therapies) ) ZfEF" - TR - HEAREE AR B s AL
PERIEERE REE LA TR MRS R BATE
Youngberg v. Romeo’" ~ Estelle v. Gamble’' ~ Horizon Health Center v.
Felicissimo™~ ~ Right to Choose v. Bym653%$'3[3 » QISR HEREN
TR MR (AR R B RS LI F e s (L
FESEY)) B T EEF3 | (significant government interest)’ -
S S EEY)IT < BB AR5z S RH A B A8 B8 PR 1 A TR R o 2 R

=256
fEE™ o

48 Cruz Bermudez et al. v. Ministerio de Sanidad y Asistencia Social, Tribunal Supremo
de Jusicia de Venezuela, Case No. 15.789, Decision No. 916 (1999) (Venez.). Mary
Ann Torres, The Human Right to Health, National Courts, and Access to HIV/AIDS
Treatment: A Case Study from Venezuela, 3 CHL J. INT'L L. 105, 112 (2002). Noah
Novogrodsky, The Duty of Treatment: Human Rights and The HIV/AIDS Pandemic,
12 YALE HUM. RTS. & DEV. L.J. 1, 27-28 (2009).

49 Fmit#H T fF % 2% (326) 0 F 639 - Kenneth R. Wing, The Right to Health
Care in United States, 2 ANNALS HEALTH L. 161, 163 (1993). Carolynne Shinn, The
Right to the Highest Attainable Standard of Health: Public Health’s Opportunity to
Reframe a Human Rights Debate in the United States, 4(1) HEALTH & HUM. RTS. 114,
115 (2000).

50 % Youngberg v. Romeo ¢ % ¢ » & Fx-K3upc it fk 7 & % (the affirmative
responsibility)# 25 f B LB R 32 M AL g5 B i 2 BB B PRARE F R R
% ° Youngberg v. Romeo, 457 U.S. 307 (1982).

51 % Estelle v. Gamble ¢ % ¥ » Z2FHRAaT A BT 7 IR2ZF2 HEJIER
FORPE - Tk B BEPRIE2 % (a limited constitutional right to medical
treatment)  Estelle v. Gamble, 429 U.S. 97 (1976).

52 % Horizon Health Center v. Felicissimo ¢ %7 » j2 [ Ritpt k2 M b % a
AFE P B T g > e R R G RA R &2 1 i=(a high priority to the
preservation of health) » B #2* F13* 7 & % 1| ¥ (significant interest) | & F-% %«
BB REIT* A X FliEE 2 "4 o Horizon Health Center v. Felicissimo, 638
A.2d 1260, 1269 (N.J. 1994).

53 % Right to Choose v. Byme ¢ %7 » Fojirst iiig £ 3 % a0 i3 44 A Rz

(FEH) $Fa iz miE2 #1) - Right to Choose v. Byrne, 450 A.2d 925, 936-37
(N. J. 1982).

54 See, e.g., Abigail Alliance for Better Access to Developmental Drugs v. Von
Eschenbach, 495 F.3d 695, 697 (D.C. Cir. 2007) (holding that there is no
constitutional right to access experimental drugs).

55 Horizon Health Center v. Felicissimo, 638 A.2d 1260, 1269 (N. J. 1994).
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M EEYa FIRERITEBIRE A RERE R T EE N » #KETE CESCR
General Comment No.14Z5 12 57~ » FEELHE 7] #| FH % (availability)
Eil AT 3T FH 1% (accessibility) 5 [ &% HEFI 2 75 52 I PR < H 88 A B iR
e > HIJ AL FE N [ 1 (non-discrimination) ST g BT (physical
accessibility) > ~ #& & F] 3IF 4 (economic accessibility / economic
affordability)™ « WHO RIZZHINE » (B HE—SHEH 2 S5/ F R
(access framework)® » Bk BE YT A2 VUK R AR (HE

FE - AR P R A BT F o R E 2 1 (the right to
medical treatment)£? J& {Fif § # 5 % #F4 i 2 2 4# 1((the right to sanitary and
healthy conditions) > fe ;2 Fe2|id-2 A #HIritE I FREZ S A2 k5 ML
fe7 2- 2 (“[e]xcessive bail shall not be required, nor excessive fines exposed, nor
cruel and unusual punishments inflicted”) o f& » |- % B R 27 WVE A )5 7 &
FAErEAIRBL N B G AR 0 R0 B F R LK 2T
AR A g B 2 A# o Kenneth R. Wing, The Right to Health Care in the
United States, 2 ANNALS HEALTH L. 161, 163 (1993). William P. Gunnar, The
Fundamental Law That Shapes the United States Health Care System: Is Universal
Health Care Realistic Within the Established Paradigm?, 15 ANNALS HEALTH L. 151,
173-74 (20006).

57 Paragraph 12(b) of the CESCR General Comment No. 14, “... Non-discrimination:
health facilities, goods and services must be accessible to all, especially the most
vulnerable or marginalized sections of the population, in law and in fact, without
discrimination on any of the prohibited grounds. ...”

58 Paragraph 12(b) of the CESCR General Comment No. 14, “... Physical accessibility:
health facilities, goods and services must be within safe physical reach for all sections
of the population, especially vulnerable or marginalized groups, such as ethnic
minorities and indigenous populations, women, children, adolescents, older persons,
persons with disabilities and persons with HIV/AIDS. Accessibility also implies that
medical services and underlying determinants of health, such as safe and potable
water and adequate sanitation facilities, are within safe physical reach, including in
rural areas. Accessibility further includes adequate access to buildings for persons
with disabilities. ...”

59 Paragraph 12(b) of the CESCR General Comment No. 14, “...Economic accessibility
(affordability): health facilities, goods and services must be affordable for all.
Payment for health-care services, as well as services related to the underlying
determinants of health, has to be based on the principle of equity, ensuring that these
services, whether privately or publicly provided, are affordable for all, including
socially disadvantaged groups. Equity demands that poorer households should not be
disproportionately burdened with health expenses as compared to richer
households. ...”

60 WHO, Equitable Access to Essential Medicines: A Framework for Collective Action,
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— ) ¢ o7 1 B F (rational selection) ~ 1] & ¥E 2 BEY){E 1%
(affordable prices) ~ T8 & 2 75 A fi (sustainable financing) ~ A {S}#
7 (R FR N G R B 221 (1 S5 i (reliable health and supply system) °

— B4 A Z %% (Access Framework)

1. Rational 3. Sustainable
Selection Financing
TC Access :)JL
2. Affordable 4. Reliable Health
Prices and Supply
System

1. AHEHOEREGH @ ERRFAERREY L EHEEHEE
S AR EASEY) 5 B (national lists of essential medicines)
CIEFEHFA - B GE S5 [(national treatment guidelines),
HE - IEERE M S A - BEImME - EEER
AR B ik e R T e R 22 - H A LR AE
AR B EEYET RS  (EAE R GEE R il
R BRERAEER T > MUAKRBERERRE - FE
B~ LB (S (quality assurance) 5z ZEY) .2 3 G HL TH % S5 Al H
M BEpES - (HIREEE - AEEARYER SRR
EUE RSN > IR EE DR A fat i JE SR B R A 2 53

8 WHO PoL’Y PERSP. ON MED. 2 (2004), available at http://whqlibdoc.who.int/hg/
2004/WHO_EDM_2004.4.pdf (last visited Dec. 14, 2010).
61 Id.at3.
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HT (cost and benefit analysis > f&ifd CBA) TERIA TR ~ &
E ~ raff (SRS ) EAZEY) B FriGs T # (utilitarianism)
Ah - IRIEE AR B B s Fr 1 5 &2 A2 AN PERLERAN A 53
T o R A T — E SN i - Sl FREE AN
BEB KR > DIERS R IEYNG B B -

AIEYEZ BEYER - TBEE ZEEY) EERN - JRAEEEY R
ZETE b BREEEHTSGERTFE WTO " HE 5 G R BE
W ETERHE | (Agreement on Trade-related Intellectual Property
Rights * LURf#if8 TRIPS 1552 ) i #H# (FREIE SIS g T
050 5 R BE ) 4N o N i o8 BRI ZE Ol B T IS
(monopoly).Z #ifi] » FTE NG =EHEEY) {EH % (excessive drug
prices)” » DUR BRGNS ABE - 552 0 REWITHR S
ST T R S B BB A 2 A = R B BE Y 8 i R B R A1
FERRE < RI32 — W E & A ar B iR B2 ~ HBIFE
R Ml IR 5 —— S A A S e 2 % R ™
FH—JiHE - NBEZRTEEREERAEAZHE = NAEET
T B - BBEIREHE R B ey ERs Biitts (TEREEYE
R CATREEY YT B AT R
¥ (information asymmetry) » ¥ & 82 (ERS 5 5 A REE
EAHE  BIETHEEEWR AR T » BEEREY
& BEEFERGREH] - Wil REEY) E (EEEE B - DIECRZEY)
Z TR PEE R © SEE—2 B RERARE TR &

62 Agreement on Trade-Related Aspects of Intellectual Property Rights, Apr. 15, 1994,

Marrakesh Agreement Establishing the World Trade Organization, Annex 1C, 1869
UN.T.S. 299, available at http://www.wto.org/english/docs_e/legal e/27-trips.pdf
(last visited Nov. 5, 2010).

63 Id.
64 See generally Hazel Tau et al. v. GlaxoSmithKline, Boehringer Ingelheim et al.

(Competition Commission of South Africa), at para. 47.

65 % »ut (36)> F592 ¢
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e BEEENZIRERF RN T » BUFNEERTA
155 A UG % (price control).Z 5= B fifé fr RO FHZE V) 1
$U66 °

3. RREZWIESAM © SR SRy B T IR
H T ST SEYIEECE - BT AT
B EGE RS I - TR R < R L) 8 R B (i
CRIFEAILRR ~ /NI E RN ~ FAA ) Rt &
3 DU R 2 B & (out-of-pocket)” ©

4. TIEREZ (RERIE N R Y AT R IR
% % (health care system) 8k 1K #& 2 3E ¥ it [ A 4t (medicines
supply system) » EEERERTE 2B (AIAFLEY)HEFE R
KRMREHE) » SRR YR EEERS S
EFeIREE R » S 2 e S SR L A o
Tk (A6 FLERI S E %Y - RERFHSEE) © - KH
M (R o T Y R M A
8 TR SR L SR B AL o RS N
%o BERE - IR AR - DA S R A
FIE - ML RS B IR RE IR A b & 4

66 See, e.g., Minister of Health & Professor D. McIntyre No v. New Clicks South Africa
(Pty) Ltd. & Others 2006 (2) SA 311 (CC) (S. Aft.).

67 A Wep § B2 M A AR G FOfe R B RET R 2025 3§50 12§
SR ES T 24 8 st o WHO, supra note 60, at 4.

68 UN., MILLENNIUM DEVELOPMENT GOAL 8: THE GLOBAL PARTNERSHIP FOR
DEVELOPMENT: TIME TO DELIVER: MDG GAP TASK FORCE REPORT 2011, 55-56
(2011), available at http://www.un.org/en/development/desa/policy/mdg_gap/mdg_
gap2011/mdg8report2011_engw.pdf (last visited Apr. 21, 2012).

69 *wF S ANE T AT AL BRAM IO DR ERL 3 L LAERTR G I
ZEHF R TRZEER R EFEI BB EFHEF LS R T
$o g %?-*Ff ARAL T o7 BATMPIER AR L2 PR kR %
FiiE 3 PR RAT R R R ik % o Unite for Sight, Learning From Coca
Cola: The Science of Healthcare Delivery, available at http://www.uniteforsight.org/
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YIS T RS B ) A 7 T Y P o Se e
AR o DURE(R- BT SRy BT 2 SR ~ S IERY .
151 (competence) ~ ZEY) LY K o

R AT R EEREER - ST FIRER L PO R RS2
ERFESE RIETE) » MEREYS SIS e - DENES
TP HI S S S B 2R« S N T RS A U B TR S
b SR A SR AL i # 2 (social goods) B EEATEE 2 ST
(5 5 2 B RS T B P T 15:2.25-70% ) » {E(ER& I EE T
FH 2 ME—E0E ; WHO 7EHEB B R 82 B (asy - BURIEST S
REYETER R B - BORRIT . B EF R E R - 15
S T ERR R DU R ST BB S L O > DUEBITRR A
IERREE s H -

B ZEYRL AR T - BREE - RIE - E B (respect,
protect, fulfill)Z% ¥ JT F #E A1 2 22 %5 (8 15 DL 2 88 2 330 0 AFE
fiti 7 JRRI T e 2 e HE B R R 4 75 B (inadequate financing for
health) ~ “1N58'E 2 EIRESCEC B (poor priority setting) ~ N&E < ZEY)
Ji& /7 (inappropriate drug selection) ~ N Fg 47 it 5 HH Z& i A (weak
health and supply system) * 2/ DIFSRREI 22 SRR AR RIEZ
{25 (violations) * [ S > WHO £ H#E Bl 5 5% 224 BUR I (F 78

global-health-university/science-of-healthcare-delivery (last visited Dec. 3, 2010).

70 #FEE > WTO I EMA BRI LES 7T aw 7 — 4 E5 & Ik ]
B X T EEk > BB L Bt AR g A L% 0 B 55 (2003 ) o

N FEL{FR>FEGT BRA T HEGS%2Z ARG A > FIB 2 G J#EHE -
41T o SAMUEL S. LIEBERMAN & ADAM WAGSTAFF, HEALTH FINANCING AND
DELIVERY IN VIETNAM: LOOKING FORWARD 56-60 (2009).

72 WHO, supra note 2, at 14.

73 Id.at 27. WHO, supra note 41, at 5-6.

74 Dep’t for Int’l Dev., Increasing Access to Essential Medicines in the Developing
World 11, available at http://www.cepis.org.pe/bvsacd/milenio/sidadfid.pdf (last
visited Dec. 1, 2010).
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> HBURARBESH SN FZEVIR e hRITER » BURST 2B
PP BB 72k - MOE s E LR Fr U I B A PO B BB A 5
LElE EERRAERFE CHE - I REER R AERE
L FRH

F~ RFF BEEF T {2 TR

{EZEY5IT RIRER] PRIk 2 1B IR B AERR  TE BRI HF K
YRS ERREZBITT - BR (CHERRETEZ) LA
L R HRE T 8L ) B R b R ST PR (S — (R
A2 15 B RBE A S HT SRV AR 2 R - RF RZBERED) - LHAE
B THE L - BIRSSEy) s A i 4o R iR - 2
VT FTERIP 2 T ENR AR E T > BIRTBIZ AT
IEkie ey HSHE SV RRER > R Em AN S REE:
EMEERELSHEZEEY) - BOIE > 2001-2000F H{ERF42%2
FRF IR B OR b AR T DA B ACZEY) - (L B ORIt Z LE ]
AI5E64% " 5 SR E( G 5 B M BRI 1 2 B AR B (cost-

5 MRRRIBEESF T ERR A RERZR LN 5T L 2 (G
6) F613-683 0 A2 fpl & s 7 P sl RAME (TR A2 A g 0 A F Epp
MpLBE R FRELTY S AEERY  FEFAR A AR 5L
(U2 FRASEHFEMAAEN 222 a Bt ) IR FBRUEL $2 4
Bt = VARGFEL HEFEAEEABFELE LA RERZ BT ¥
- ALz o T AELAN F Y DUGE TRRF BEF T
PR oA TRRFBESITY 2 FiE

76 iTE ko BB R F AT 0 40 REPTF LA TGS &
Pl 37w 3] TR A RS 2 EREFLEFHE, 2 P gP
MR MRS B e TRIPS $2 2 # 3 #EM A2 T ik
E2 8 LEE D o P boPfABHiTr TLHEFTL?
TRIPS™ & fdfiEid= 22+ B L flsc {243 > S BP0 2o {HE 5%
28 > F83(2008% ) 3R E > KA RFL L BELFEL L wHEE T
Ho WML B2 EEFT A L% o T 137-138 (2006# ) -

77 U.N., supra note 68, at 51.
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benefit ratio)EFEIRE » FRIH 2 rh B S 11 E LR E A HE S BT (4%
15 B P o VT PO WS R PR PR TS SR B VT R
HE - AEEEE S R G RS R R 27% G
FEANSEY) R FERE 2 Bk IR A B P (0 15 S B 8 B DA
MR SEE ET  WEE S TR RS (BRTERS
E5 (|2 (patented drugs)[EFEHEE 23 (generic drugs) 2 2.6(%) %
SERHIRRE N7 2 S IS e« I Bl
Bl 2 B s DA B R R S s FE AR 2 AR TR i 72
W s B S MR BARE O

- ~EFRT EE PR

255 (poverty)7E B 35 T B R B U B 38 B R T s ol o2 B BB AR
[ BATENS > G52 KEHIEAEZ (basic needs & HFEHEE
fEEEEEE ) SR ELRRE (capabilities) HIETRME 5% > HE%EAT
T BB {EMA (lowness of incomes) B ATRIES < 52 - &
B RE A S B R IR A S S R b e efE (SR
A DR RR S EEE » ME L2 EIERE— S R E A
HARE TR EAR P ey » BIZE AU SR R R - R IR
M GRS AR o

78 U.N. ECOSOC CESCR, General Comment No. 3: Substantive Issues Arising in the
Implementation of the International Covenant on Economic, Social and Cultural
Rights — The Nature of States Parties Obligations, para. 9, UN. Doc. E/1991/23
(Dec. 14, 1990) [hereinafter CESCR General Comment 3].

79 U.N., supra note 68, at 52-53.

80 Id. at 54.
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oo¢ B BT 8 > F4-5 (2002 )

82 AMARTYA SEN, DEVELOPMENT AS FREEDOM 87 (1999).
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85 WORLD BANK, WORLD DEVELOPMENT REPORT 2000/2001: ATTACKING POVERTY 286-
88 (2000).

86 Ames Thuo Gathii, Third World Perspectives on Global Pharmaceutical Access, in
ETHICS AND THE PHARMACEUTICAL INDUSTRY 336, 342-44 (Michael A. Santoro &
Thomas M. Gorrie eds., 2005). FREDERICK M. ABBOTT & GRAHAM DUKES, GLOBAL
PHARMACEUTICAL POLICY: ENSURING MEDICINES FOR TOMORROW’S WORLD 117
(2009). Amir Attaran, How Do Patents and Economic Policies Affect Access to
Essential Medicines in Developing Countries?, 23(3) HEALTH AFF. 155, 155 (2004).
INT” L INTELL. PRO. INST., PATENT PROTECTION AND ACCESS TO HIV/AIDS
PHARMACEUTICALS IN SUB-SAHARAN AFRICA 2 (2000), available at http://www.
wipo.int/about-ip/en/studies/pdf/iipi_hiv.pdf (last visited May 14, 2012).

87 Amir Attaran & Lee Gillespie-White, Do Patents for Antiretroviral Drugs Constrain
Access to AIDS Treatment in Africa?, 286(15) JAMA 1886, 1891 (2001).

88 Id.

89 Rudolf V. Van Puymbroeck, Basic Survival Needs and Access to Medicines —
Coming to Grips with TRIPS: Conversion + Calculation, 38(3) J.L. MED. & ETHICS
520, 520-21(2010).

90 ABBOTT & DUKES, supra note 86, at 117.
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91 Thomas Pogge, Access to Medicines, 1(2) PUB. HEALTH ETHICS 73, 75 (2008).

92 Nir Eyal & Samia A. Hurst, Physician Brain Drain: Can Nothing Be Done?, 1(2)
PUB. HEALTH ETHICS 180, 181 (2008).

93 Article 2(1) of the ICESCR, “Each State Party to the present Covenant undertakes to
take steps, individually and through international assistance and co-operation,
especially economic and technical, to the maximum of its available resources, with a
view to achieving progressively the full realization of the rights recognized in the
present Covenant by all appropriate means, including particularly the adoption of
legislative measures.”

94 Paragraph 9 of CESCR General Comment No. 3, “The principal obligation of result
reflected in article 2 (1) is to take steps ‘with a view to achieving progressively the
full realization of the rights recognized’ in the Covenant. The term ‘progressive
realization’ ... is on the one hand a necessary flexibility device, reflecting the realities
of the real world and the difficulties involved for any country in ensuring full
realization of economic, social and cultural rights. On the other hand, the phrase must
be read in the light of the overall objective, indeed the raison d'étre, of the Covenant
which is to establish clear obligations for States parties in respect of the full
realization of the rights in question. It thus imposes an obligation to move as
expeditiously and effectively as possible towards that goal. Moreover, any
deliberately retrogressive measures in that regard would require the most careful
consideration and would need to be fully justified by reference to the totality of the
rights provided for in the Covenant and in the context of the full use of the maximum
available resources.”
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96 Robert O. Keohane & Joseph S. Nye, Jr., Globalization: What’s New? What's Not?
(and So What?), 118 FOREIGN PoL’Y 104, 118 (2000).

97 ABBOTT & DUKES, supra note 86, at 121-23.
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101 F. M. Scherer, Pharmaceutical Innovation, Harvard University JFK School of
Government Faculty Research Working Paper No. RWP07-004, 28 (June, 2007).
Marcia Angell ¥ > § v £33 (3214)5 F70 °

102 F. M. Scherer, The Patent System and Innovation in Pharmaceuticals, Address at the
AIDE Conference on Pharmaceutical Patents, Innovation and Public Health (Dec.
1998).

103 Carmel Shalev, supra note 30, at 98. #% % (:£70)> | 93

104 Jf#%‘ﬁlé.’l (3281) > F275° ¥ 48 & W4 # £ | ¢ (Commission On Human
Rights)*2001 & #riT2 2 3 { #F > 150F 5 § % i #Z 4= fluconazole & 5° &

(BEF L mmig PRa 2 ) 2§ 95558~ e d ka &y~ &
R~ BEREHES L fERRRE EZ R Ro 2§ RRF 2697 - 703 -
817% =~ ; ¥ M205% 5.4 % Ciprofloxacin % &) > #2001# 2 BR 3 © F
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2~ (&R FDC) - s 2454 42 § ¢ & Hazel Tau v. GlaxoSmithKline,
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Product Price sold to private sector | WHO pre-qualified generic
AZT (300mg) US$ 0.92 US$ 0.25
Lamivudine (150mg) US$ 1.02 US$0.32
AZT/ Lamivudine (300mg/150mg) | US$ 1.27 USS$ 0.85
Nevirapine (200mg) US$ 0.57 US$ 0.60

U.N. Comm’n on Human Rights, Economic, Social and Cultural Rights: The impact
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of the Agreement on Trade-Related Aspects of Intellectual Property Rights on
human rights: Rep. of the High Commissioner, para. 44, UN. Doc. E/CN.4/Sub.
2/2001/13 (June 27, 2001). Kavaljit Singh, War Profiteering: Anthrax, Drug
Transnationals and TRIPs 2, available at http://www.madhyam.org.in/admin/
tender/War%20Profiteering%20Anthrax,%20Drug%20Transnationals%20and%20T
RIPs.PDF (last visited Oct. 26, 2010). Hazel Tau et al. v. GlaxoSmithKline,
Boehringer Ingelheim et al. (Competition Commission of South Africa), at paras.
35-39.

105 # )@ 2 » B Altenolol (Gof % o B2 f?ﬁ ) 87 i %ﬁ-iﬁ%%_?{ Lo
2 12%E » F A 125F A2 PRHANT S Epk M2 F LE PIXP T
% "% 2 7% o ¥ 0 Salbutamol (r%rd 2 2.) ~ Glibenclamide (;}%ﬁ\}‘ é%n«)
Amoxicillin (= A efex g L 25 ) AR 2 A v L WL 10% >~ 11%Z 17% o
Laurens M. Niéns et al., Quantifying the Impoverishing Effects of Purchasing
Medicines: A Cross-Country Comparison of the Affordability of Medicines in the
Developing World, 7(8) PLOS MED. 1, 1-8 (2010).

106 4r7 TRIPS {2 % ¢ 43 0 %1% BRI E RETEM A Bl &
EoxJIFA AP R 7 1 ’? B e iiep ([r]ecogmzmg the underlying
public policy objectives of national systems for the protection of intellectual property,
including developmental and technological objectives) ; » Kiud 7 % K 7t
FPpF 5222 Bwp|? a 3 XA RAGEHOERTE > NI BV P
iz - BT xm:}iﬁtr%?é{( [rlecognizing also the special needs of the
least-developed country Members in respect of maximum flexibility in the domestic
implementation of laws and regulations in order to enable them to create a sound and
viable technological base) °

107 Article 7 of the TRIPS, “The protection and enforcement of intellectual property
rights should contribute to the promotion of technological innovation and to the
transfer and dissemination of technology, to the mutual advantage of producers and
users of technological knowledge and in a manner conducive to social and economic
welfare, and to a balance of rights and obligations.”

108 Article 8(1) of the TRIPS, “Members may, in formulating or amending their laws




160 2011 B35 A 2183, 50, 4 2 7|

{663 » FoFr e BRI IFR B R 4 2 (R E AN
R B G%MW”Z%ﬁM# 7 B R T
ERPIHESS = N (5 2 SR (R 2R (iR 'O Bk
G R A R B B R R RS B BB R SR N
TRIPS [ E eI AR E (65 Rseoli'?) » asiskiys:

and regulations, adopt measures necessary to protect public health and nutrition, and
to promote the public interest in sectors of vital importance to their socio-economic
and technological development, provided that such measures are consistent with the
provisions of this Agreement.” * iE3# % 4 & % fﬂ—}‘ﬁg ARt 2 RiETEp
Azt 3PS A3 B EAPFEMARZEZ R
F P4 TRIPS 2 222 F4 7. »Jﬁm#*w PRt A T-F |
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109 Article 31 of the TRIPS, “Where the law of a Member allows for other use of the
subject matter of a patent without the authorization of the right holder, including use
by the government or third parties authorized by the government, the following
provisions shall be respected ....”

110 fe 2503 R, Feo WAL RR I T "J‘é‘ﬁ"‘#'l » TRIPS % 316% @ #7245
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111 Article 65 of the TRIPS, “... (2) A developing country Member is entitled to delay
for a further period of four years the date of application .... (3) Any other Member
which is in the process of transformation from a centrally-planned into a market,
free-enterprise economy and which is undertaking structural reform of its intellectual
property system and facing special problems in the preparation and implementation
of intellectual property laws and regulations, may also benefit from a period of delay
as foreseen in paragraph 2. ...”

112" Article 66 of the TRIPS, “(1) In view of the special needs and requirements of least-
developed country Members, ... such Members shall not be required to apply the
[TRIPS] ... for a period of 10 years from the date of application .... The Council for
TRIPS shall, upon duly motivated request by a least-developed country Member,
accord extensions of this period. (2) Developed country Members shall provide
incentives to enterprises and institutions in their territories for the purpose of
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Paragraph 6 of the Doha Declaration on the TRIPS Agreement and
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A HIE > DAfioa i sdgEgt /g BEEE FiEF|H TRIPS
7 FE R MBI e 2 TR 401 Doha B S 3R RS (0B kA
AR EER S S AR E Y ER T E > RERS B8R
RS Toa B N oa b R A B B2 RERIA - BA5(c) B B StE
— PR (EARR) BRZEESH MG BN ERE HIV/AIDS -~ £

promoting and encouraging technology transfer to least-developed country Members
in order to enable them to create a sound and viable technological base.”

113 Article 67 of the TRIPS, “In order to facilitate the implementation of this Agreement,
developed country Members shall provide ... technical and financial cooperation in
favour of developing and least-developed country Members. Such cooperation shall
include assistance in the preparation of laws and regulations on the protection and
enforcement of intellectual property rights as well as on the prevention of their abuse,
and shall include support regarding the establishment or reinforcement of domestic
offices and agencies relevant to these matters, including the training of personnel.”

114 Article 69 of the TRIPS, “Members agree to cooperate with each other with a view
to eliminating international trade in goods infringing intellectual property rights. For
this purpose, they shall ... be ready to exchange information on trade in infringing
goods ... [and to] promote the exchange of information and cooperation between
customs authorities ....”

115 World Trade Organization, Ministerial Declaration of 14 November 2001,
WT/MIN(01)/DEC/2, 41 1.L.M. 755 (2002) [hereinafter Doha Declaration].

116 Decision of the General Council, Implementation of Paragraph 6 of the Doha
Declaration on the TRIPS Agreement and Public Health, WT/L/540 (Aug. 30, 2003),
43 I.L.M. 509 (2004) [hereinafter Paragraph 6 Decision].

117 Paragraph 3 of the Doha Declaration, “We recognize that intellectual property
protection is important for the development of new medicines. We also recognize the
concerns about its effects on prices.”

118 Paragraph 5(b) of the Doha Declaration, “Each Member has the right to grant
compulsory licences and the freedom to determine the grounds upon which such
licences are granted.”
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119 Paragraph 5(c) of the Doha Declaration, “Each Member has the right to determine
what constitutes a national emergency or other circumstances of extreme urgency, it
being understood that public health crises, including those relating to HIV/AIDS,
tuberculosis, malaria and other epidemics, can represent a national emergency or
other circumstances of extreme urgency.”

120 Article 31(f) of the TRIPS, “...any such use shall be authorized predominantly for
the supply of the domestic market of the Member authorizing such use.”

121 Article 31(h) of the TRIPS, “... the right holder shall be paid adequate remuneration
in the circumstances of each case, taking into account the economic value of the
authorization.”

122 Paragraph 2 of the Implementation of Paragraph 6 of the Doha Declaration on the
TRIPS Agreement and Public Health, “The obligations of an exporting Member
under Article 31(f) of the TRIPS Agreement shall be waived with respect to the grant
by it of a compulsory licence to the extent necessary for the purposes of production
of a pharmaceutical product(s) and its export to an eligible importing Member(s) in
accordance with the terms set out below in this paragraph: ....” Paragraph 3 of the
Implementation of Paragraph 6 of the Doha Declaration on the TRIPS Agreement
and Public Health, “Where a compulsory licence is granted by an exporting Member
under the system set out in this Decision, adequate remuneration pursuant to Article
31(h) of the TRIPS Agreement shall be paid in that Member taking into account the
economic value to the importing Member of the use that has been authorized in the
exporting Member. Where a compulsory licence is granted for the same products in
the eligible importing Member, the obligation of that Member under Article 31(h)
shall be waived in respect of those products for which remuneration in accordance
with the first sentence of this paragraph is paid in the exporting Member.”

123 James Thuo Gathii, International Justice and the Trading Regime, 19 EMORY INT’L L.
REV. 1407, 1422 (2005).
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124 Virginia Barbour et al., Drug Companies Should Be Held More Accountable for
Their Human Rights Responsibilities, 7(9) PLOS MED. 1, 1-2 (2010) (published
online in PLoS Medicine, €1000310. doi:10.1371/journal.pmed.1000310), available
at http://www.plosmedicine.org/article/info%3 Adoi%2F10.1371%2Fjournal.pmed.
1000344 (last visited Jan. 9, 2012).

125 g% TRIPS % 3 “iff > 227 5 F MAEMARLET - FREERL
- R § B R B (“[rlecognizing ... the need for new rules and disciplines
concerning ...the provision of adequate standards and principles concerning the
availability, scope and use of trade-related intellectual property rights; [and] the
provision of effective and appropriate means for the enforcement of trade-related
intellectual property rights, taking into account differences in national legal
systems. ...”) ©
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would argue with the need for IP protection in the developed world, but some
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question whether it is appropriate to extend its coverage to the developing world,
which the TRIPS agreement is gradually doing. As I have said, IP protection is not
the cause of the present lack of access to medicines in developing countries. At Doha
last November, WTO members agreed to defer TRIPS implementation for the least
developed countries until 2016. I do not believe that TRIPS will prevent other
developing countries like Brazil and India from obtaining access to the medicines
they need. On the other hand, I firmly believe that these countries have the capacity
to nurture research-based pharmaceutical industries of their own, as well as other
innovative industries, but this will only happen when they provide the IP protection
that is enshrined in TRIPS. TRIPS needs to be recognised as an important industrial
development tool for developing countries.”)  WTO, THE FUTURE OF THE WTO:
ADDRESSING INSTITUTIONAL CHALLENGES IN THE NEW MILLENNIUM: REPORT BY THE
CONSULTATIVE BOARD TO THE DIRECTOR-GENERAL SUPACHAI PANITCHPAKDI 10
(2004). Nathan Ford, Patents, Access to Medicines and the Role of Non-
Governmental Organisations, 2(1) J. GENERIC MED. 137, 137 (2004). Jamie
Feldman, Compulsory Licenses: The Dangers Behind the Current Practice, 8 J.
INT’L BUS. & L. 137, 140 (2009). Presentation by Sir Richard Sykes at Royal
Institute of International Affairs, London, 14 Mar. 2002. £ >% (3x6) F 601 -
127 See, e.g., Jose E. Alvarez, How Not to Link: Institutional Conundrums on an
Expanded Trade Regime, 7 WIDENER L. SymposIiuMm J. 1, 10 (2001); Lorand Bartels,
Article XX of GATT and the Problem of Extraterritorial Jurisdiction: The Case of
Trade Measures for the Protection of Human Rights, 36 J. WORLD TRADE 353, 363
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(2002). Robert Howse, Human Rights in the WTO: Whose Rights, What Humanity?
Comments on Petersman, 13 EUR. J. INT’L L. 651, 658 n.7 (2002); SUSAN ARIEL
AARONSON & JAMIE M. ZIMMERMAN, TRADE IMBLANCE — THE STRUGGLE TO WEIGH
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128 #Haeid ~h 28 ~Mir2 ~ ks (3198) F 14-16 -

129 See Patrick Wojahn, 4 Conflict of Rights: Intellectual Property under TRIPS, the
Right to Health, and AIDS Drugs, 6 UCLAJ. INT’L L. & FOREIGN AFF. 463, 457-89
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http://www.nysun.com/opinion/thailands-patent-attack/48499 (last visited Apr. 30,
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WHO, supra note 60, at 2.
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&2 RIS s (L r sy S eI 2 35T (B
EEATHEALERIEZER) (HREUE S A 1L (rade
liberalization) K 2% F 5 (utilitarianism) 5 E:R 2 BiEE T 100 BEIE 2
S EAE R I o R s S R T L
s R R E Sk B2 EEREH SR A

EBRUEEEEEFF T 2 RT
FAR T DR ¢ R 23T PR R B AN s T EL RS O
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NEEPRZATE + 55— {8 e B S 5 B] S5 (S B SRt FAREA 2
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178 Le-Nhung McLeland & J. Herbert O’Toole, Patent Systems in Less Developed
Countries: The Cases of Indian and the Andean Pact Countries, 2 J.L. & TECH. 229,
237-38 (1987).

179 Diane Kroeger May, Pharmaceutical Crisis in India: Transcending Profits with
Human Rights, 10(1) Wis. INT’L L.J. 40, 44-45 (1992).

180 7d. at 60-61.

181 £ (32705 T 160 -

182 % >4 (316)> F 658 -

183 ## 4% (3270) > F 160 o
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TS EFRITRIET R » B0 H R A R B 3078
BRI e R R - AT R R S R A EE
W B B 2 T B (RS T A S (race to the
bottom) ; B G2'* o DISEY)IE FIRER] 2 (RIE R 1) > 25 RHB S A B
B2 (NG B  BUESVE S BURRERLS
W WEEE S B QIR TR SRR AT
IR IR s R B (S B P R PR RIRS - R BEIR
FI BB E R - BRI RS E RS

11715 B S 1 S ST SR YT AR A < 2 B T e DL T 38 A5 =
EEIEEEI% .

R 3 Eis Sl

Ve B BB SRR SRV MR | REF R EW MBS LR
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184 SARE RZ G 2 A % W RHEFEY ARG AFLRI SRR FTLH
5o S L BRI N RSSO REL R AR ERAT
ErF FS B a B L ARRREZEERFE T T R SRR G o
FCig * SZELA Sv P o Human Rights Watch, “Race fo the Bottom”: Corporate
Complicity in Chinese Internet Censorship, 18(8C) HUM. RTs. WATCH 1, 7, 70, 73
(2006), available at http://www.hrw.org/en/news/2006/08/08/china-internet-companies-
aid-censorship (last visited Dec. 7, 2010). M3 % > BRI P LRSS & L #i%
B— g HE A e W2 2N T2 28 m g Lk > T35 (2009
E)o

185 ¥ 4opF T ¥4 o X (Framework Convention on Tobacco Control, FCTC) %
B()iFs 2l & REREBRLZLR L ~ @ o g P AT AR 0 5 o
EFE13Q)E~ R FE 2 RBA 3 P25 ;@i#ﬁﬁi B 48 R B0
FlZ 28 TRABRAT P FSRAT L A AREFEY ARFEFR
SREZHATRLEHLER T ABRAR TR FE2 Lp 0 LR
WHITRLZZ L2 2R HR (PR BFBRFL P 2250) 8204 2
PE(REFLBRR L) TR FCTC #T1 %k 2o £ AT R 2 2 fefedy
EEER (PRAANDTEBE B FERAA TR L) A%
B 78 F]pt & tg T '8 o Framework Convention on Tobacco Control, U.N. Doc.
A56/8. Geneva: WHO, Feb. 27, 2005.
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i H—ikmE @ BEREEA T TEFEESEE ] NEE
T AL BIEGER R ZEIE » WlERBIREBER 2 BT L FHE
HitE(soft law)EE 2 ZEV)T R (RIEE R ENMESo s L - 4l
5 B BE (3 FF B B A AR [E118 7% 2% (Drug Price Competition and
Patent Term Restoration Act of 1984 » J\f# £ Hatch-Waxman Act) &
TOEEHR ARG EE A EEE R 5 (drug price competition) 2 [A]15 H
F[HA(patent term restoration)d A FH &G -8l - — A LEE A ZEHGE
HAl B iR o #EHOm R T HE R E SR H A B
(ZEY) R ARERZ RIE) 5 S5O mRE S Aa 38 f s A EAHARM
[EEE ol (8 R B 2 S F- B » HEAE (R EZEY) T B Bl e
B > LIS oRiE R PR B Sy B A R R S ' - (HE
EIRERIE o AR EER A ERE B & R EAFREA R 1301
A% 180 H A S AR T B R e A5

187 & >4 (2x6) F.616-617 ©

188 & L@ Y 5 T e A& ¥ ¢ 5 ((Abbreviated New Drug
Applications » f§ # ANDA) 2.20% p » i w2 B § L E L a2 & ]2 & 4|
A EREZENBRFILEL THFEFT Y F ) (New Drug
Applications » f§ = NDA) #73 4 5 F & JI# 4 & NDA #75 4 7 33 4
2453 p I BT § &4 § 12k (Food and Drug Administration,
FDA)Z. + % 357 % A RH#-p <3| & 48 £ 2 NDA #7F 4 2 4p B i Fr(notice)2-
pA=® k301 * o 382 Drug Price Competition and Patent Term Restoration Act
0f 1984, 21 U.S.C. § 355 (H2)A)ViD)(IV) ~ ()(2)(B) ~ ()(5)(B)(iii).

189 Hatch-Waxman Act & ii:&ﬁ FEROTES B IR G T ANDA Y gt
BN R LEFAER O XGRS SR PR LERE N AFTY
Fooa kA (RBHEER) 240450 p A b B fEwE - S Bkden
AP FpRiR )4 > B FDA ¥ %88 2 2 §2. ANDA ¢ ;ﬁ‘ A-UE S
VRET bR 2 LER T RS S B L& ¥OoT180p P 3 G
BB 74 & H# (market exclusivity period) » 2221 U.S.C. § 355 (§)(4)(b)(iv) (1984).

190 #&)® % > % Andrx Pharmaceuticals, Inc. v. Biovail Corporation ¢ % ¢ > % 4|
BRI R CERCTR D 2 Y s W7 SRR R J A
(orange book)® (g 45 &t % 7| & {l(late-listed patents) » & fid 7 %73 7|
L8482 302 P B AP IR MIRIEE L ERE D F UL
HA St H o s %5 K BE IR A i 2 % (Medicare Prescription Drug
Improvement and Modernization Act » 14 f§ # Medicare Act) ¢ fEd i3 o+ » #
B &R ANDA 340 ¢ FIRBHF FRcimidz2 B {lEHRma @ b - &
(single 30-month period) » & ¥ & f B ER G RATE P F AT LA
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EBFFE 5 R E® (Fair Trade Committee » DL [ fiEif FTC) ¥kt
MR BT R R R e (HZE R A 2002 EATHR (B 1E
B AITE RIS S A ) Tl A T 615 Hateh-
Waxman Act i f5 {/F W ([ 27 S B 2 (s T
BT ThE S R - SR
{ti£EZE (Medicare Prescription Drug Improvement and Modernization
Act > DUTfEfE Medicare Act) 25 FEhF EE {5 fa (Medicare)194ﬁﬂ§

HE A Z R ERE ] (bargain power)FIUEAE & i (A4 = F{E BT/
MMA@%%B@T@ﬁ@@)m’éllﬁI#T@M% LEHG
SER S EE L J " (HrEs S 2R T s

WE LE S 274 o { 55 MEJ/ERI* Hatch-Waxman Act 4p B 1541
bﬁ 1—5 R 1E—F§\ SEN ’v" % % Andrx Pharmaceuticals, Inc. v. Biovail Corporation,
276 F.3d 1368 (2002) 1; NE S BFA Y R — ERREGETA R
# > F52-60 (2008 ) & E4 > B Alap ”Friﬁ’aflfi’ﬁ%
T ped R 9 E S B R AR P b UL R (1) f
Foix EE4r 0 21824 > F33-35 (2009+# ) -

191 FDA, GENERIC DRUG ENTRY PRIOR TO PATENT EXPIRATION: AN FTC STUDY 39-64
(2002), available at http://www.ftc.gov/0s/2002/07/genericdrugstudy.pdf (last visited
May 15, 2012).

192 Marcia Angell ¥ » % 7 £ (3114) > F.219-220 -

193 {4 Medicare Act ~ Final Rule on Generic Drugs % 4p i #%3% (4 Torpharm, Inc. v.
Shalala ~ Andrx Pharmaceuticals, Inc. v. Biovail Corporation ~ Mova Pharmaceutical
Corp. v. Shalala) #3 Hatch-Waxman Act » 7 § 2 ¢ #] £ BB (72 & & f25%
RHe A s A d B F o RPN FH-%Y Torpharm, Inc. v. Shalala, 1997
WL 33472411 (D.D.C., 1997) ~ Andrx Pharmaceuticals, Inc. v. Biovail Corporation,
276 F.3d 1368 (2002) ~ Mova Pharmaceutical Corp. v. Shalala, 140 F.3d 1060
(1998).

194 g5 21 3% % %% (Medicare) 5 % B 5 65 11+ A k97K § 2 %5:},%: R RG]
fe bRl £ AR 22 65Kk T A BT 4o 2 Medicare 0 H P& JEAR K
AABTRBY R L R AR AA g (BB E L SE) R e Social
Security Administration, Medlcare 1 (2012), available at http://www.ssa.gov/pubs/
10043.pdf (last visited May 15, 2012).

195 See generally Part D of Medicare Prescription Drug, Improvement, and
Modernization Act, Pub. L. No. 108-173, 117 Stat. 2066 (2003).

196 Lee H. Rosebush & Jonathan A. Havens, Pharmacy Billing: The Importance of
Establishing It Systems and Compliance Policies, 14(3) J. HEALTH CARE COMPLIANCE
53,53 (2012). Darius Lakdawalla & Wesley Yin, Insurer Bargaining and Negotiated
Drug Prices in Medicare Part D, National Bureau of Economic Research (NBER)
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TR S BT T DU B 2 Bk S T 853 A
th o DS AR L\ S SRR 3 R R ] - A PR
SRR A DA RS (R N M AR G - A Tl G e s R
i e Y QORI o e AR R L BT DRI iR e (B
) FIEEREIAE - PRI O S (R R R
g (1) BEEEE R e &E (investor country/
home country * %R ELBIFEEI  BIESHER ) » SR HA T
A HI B AR S I T > DURESEI BA 58 b B 50 R S B 1T 1
TRIPS ZBI4MNAE 87 HHE Sk .2 TRIPS-plus #i#i  (2)
BEE A E A S ABR B R I DR RO RS
(economic coercion) L % 38 JE A T 558 2 # T B #i i E B
(host country » 2RSS RIS ) » DUE G HC R b (R R i R A e
SHEEY) R R I SR o 5 P2 I s S R R
YT EEE R HA AT A B R IE E » HASEE S Ei
BB E BB E AR (A E R Sy i AR
SESRACTEF 3.2 ARG EETE) - EEH (BB 2 EEER)
B[t (AEE R A BB R ) RIS R A ST R

Working Paper 15330, 32, 2009, available at http://www.nber.org/papers/w15330.
pdf’new_window=1 (last visited May 17, 2012). Milt Freudenheim, 4 Benefit to
Insurers, N.Y. TIMES, Mar. 31, 2006, available at http://www.nytimes.com/2006/03/
31/business/3 Imedicare.html?pagewanted=all (last visited May 17, 2012). Marcia
Angell ¥ > % 7 £3F (3£14) 7 226-228 -

197 Erich Andreas Drotleff, The Medicare Part D Prescription Drug Benefit: Who Wins
and Who Loses?, 8 MARQ. ELDER’S ADVISOR 127, 136-40 (2006). Jonathan Weisman,
Prescription Bill Fuels Lobbying Blitz on Hill: Competition Fierce for $400 Billion
Pot, WASH. POsT, June 13, 2003, at A6. Marcia Angell ¥ » & 7 £ (3x14) |
228 o

18 BREAFELE2 BREFRA ARALG LA 204 FUEY 2 1§ 2§
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199 Crow, supra note 10, at iil5.
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M ATREME AR AN -

B BB ERREE R RS 0 TamE FTA 23K
AlEipAZE B R BRI RS R BR] - BRI RRE
HEEKEE T MEEaREREFEEGOK - IR R &85
BB R EZ NEGE Y S EV EREESK (WHE FTA HESRN
A TRIPS-plus f55K) » DEERIHFTEARF . A HBORBORIZIEEH .2
HAR » MR H RS DR & e 5 AR - FTA ZJBTTER
AL B IE - AR TRIPS 177 5 NI HE HE A
B o ME— S EERRER R EEYT RRER] - AIESE
wREEE H I 5 E LR FERE T REHE 5 FKF (United
States Trade Representative * DU TNl USTR ) {37 F[ZEY 5T EL %]
i& 7 3£ B 15 & ( Pharmaceutical Research and Manufacturers of
America » LU fiif§ PhRMA ) (7SR BE /7"  {r i H A e g
BRI AR T BB I 58 2 958 (bilateral) 57
R BERFE B B2 EFE E A& (patent linkage): TRIPS-plus £
P B E R AL IR AR B T - AR (N R

200 4 PhRMA #Thl w2 BRIEBLE > ¢ BFHEBE - Ll - EF Hr &P
(Certificate of Pharmaceutical Product, CPP) ~ it & %% + G 4|2 £ 2 & F W
F8RB 5115 Eo ¥ H LEFY2 S H(actual transaction price, ATP)2
HE 30 SEGEFEA Y FE R oH 2R % F - USTR, NATIONAL
TRADE ESTIMATE REPORT ON FOREIGN TRADE BARRIERS 2008, 339-40, 342, 345,
available at http://www.ustr.gov/sites/default/files/uploads/reports/2008/NTE/asset
upload_file365 14652.pdf (last visited Dec. 7, 2010).

201 Susan Scafidi, Case Study: RESPONSE: The “Good Old Days” of TRIPS: The U.S.
Trade Agenda and the Extension of Pharmaceutical Test Data Protection, 4 YALE J.
HEALTH PoL’Y L. & ETHICS 341, 341 (2004).

202 Hudphpr Eldc Bl pd FEREA SHEEREY Fpd T
% (CAFTA) % 15.102)i% ~ # M e 2 pd §F % 2 (US-Jordan FTA) % 4(23)
i~ F REATeE 2 pd 5 5 2 (US-Singapore FTA) % 16.8(4)(c)i% ~ ¥ M2
APz p d F % 2 (US-Chile FTA) % Article 17.10(2)(b)-(c)i% ~ % F&®H 2
fd § %12 (US-Australia FTA) % 17.105)i% ~ 2 RE BR B2 A d §F 5 2
(US-Morocco FTA) % 15.10(4)i% s M2 p i it AiB(Tak o2 E W 8 ka T2
fd § % 2 (US-Malaysia FTA) - £ >4 (3£6)> F 610-13 - Correa, supra
note 151, at 401.
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ST R SR R (R S EOR — FIEEEE FTA H18.9.115
RS BRI & IR B - RS 216 S R 41 8 < (B
[ DL i8530 S+ {E#% (competitive market-derived prices) Sy i HI] —— LI#A
IR0 (ANZERERERE SR #HE) 2 - (12
HEET - ERETEEEY R N R IR IR AL R B R g
BREPEFRS FHRE  RER PR g alE s nTaer: »
R P BB S T 5 B LIRS - Bt B R T
FHSEY) o BRI R & E 2™ - A HE L » TRIPS-plus 5
S RBIF TR EHET TTEEET - %372 FTA W%
PRI R R i A I B 2 2 A (SRR
HAETIEFRZER  ([ERBEER - [ E RSB T
TETEERIES FTA SHBEMES A » HIEIE R R R T
BRI THE S EHETY - DERS  BERH
#H BRI E R ACRE IR &AM TR
IR RS o I R e (I 2 L P B SR R 5 B R
UHEREASETFEY - EBIR R T TRIPS GIYMNHERTHE S
AL I (R EE R R E s 8™ meE s - B

203 g g pd PR AR o FIERD FEHHERT LT - 22
TEM (FRIABRLZS A FEIRE Fochvd 8 21 ®
s ANFRRDE - L) RPARERBE S22 AL H B IR LIRS
T RPLERSHESFEJERGZF LR U 2 GAIF -
William H. Cooper & Mark E. Manyin, The Proposed South Korea-U. S. Free
Trade Agreement, CRS Report for Congress, 4-6 (Aug. 2, 2006), available at
http://www.sice.oas.org/TPD/USA_KOR/Studies/CRSREPORT e.pdf (last visited
on Nov. 23, 2010). Schott et al., supra note 157 at 10.

204 Galantucci, supra note 147, at 1103-04.

205 mEA S BqHIRE SR LT R Af—N %%jé}rng Fl4p B8 4 R 28 B
P o AT ABEEREES kALY 0 F3(2005& )

206 Matthew Turk, Bargaining and Intellectual Property Treaties: The Case for a Pro-
Development Interpretation of TRIPS But Not TRIPS Plus, 42 N.Y.U. J.INT'LL. &
PoL. 981, 1005-12 (2010).

207 Pogge, supra note 91, at 75-76 .

208 ﬂi%’iié.’l (3x81) = > F291-

209 =& 55 sxfpis AIDS > XfFd g WEFAF2 p RS HAR AR AT
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I REP IR E R IET (R Y R R T 2 R R
> F5 LI 2E 7 BRI 2 A S D R RS2 R AR e 7 S F 2
HEFIRE - #9°2%] PhRMA 2 B8 T4 - W5 USTR 42H! 3Rk
(petition) 3K 438 = (H B F HI AR HI301 G2 2 B g B! > D)
H 5 l#H (trade sanctions)(E R E T > asdHIZ RS TRIPS 7
EFEOVMNER AR | HhEEEEHOPbR WTO Fiif
R B BRRR R T i I E R R s

HR o BREHEZ SO - IS BB SR E Bl e 5. ST 55“
11 S E DIE SRR N TR S TR - B R P B iR

@\

T2 A }ﬁaéﬁ LEARV) EREH2 GRAETE (E82%) ®ERR
e F 2 Ew} EEE e S 7 WG B IESFEF TRIPS 530 ¥ v & 58
Ad R RE A ;;;#F,%w v F Mf gl P eb s 2202000 % iE WTO # )

T Hw/Ié’ R - JPAE ffz"fi ZENE—ERF R EmY
(=) 72231 (20()941 Yo BIF E > WTO HE M A 18 R e? o £ B R
7 BARE > SARE ldmE > 318 > F 135 (2003& )

210 & 2L % f24AIDSZ & B 4E > Kb |ﬁ AR E AL F A IR fr-’?{(overrlde)—}ﬁ
RAFEZ ’EF%?%E%E'YFW P ILE 2 5 h B f'"ﬁl% ’réihﬁ 2. AIDS
TP @R FIREL S RN W YRR w2 AIDSYE L ¥ LR
WEEE: @w»ﬂé;/r%”’ FHFRE ST @fii%"%??jﬁ%ﬁ“ *F
SeAETE 0 A WER a2t F 0 $250 82 A W&FTRIPST"*“27P$FE¢,§
B4R R R R F s 2 kAT oA AW BT
PLE R IR S A SRR e 2R 2 R e 1R (3581) 0 T 294-295
f £ 4] (32205) > F 32 - Kara M. Bombach, Can South Afiica Fight AIDS?
Reconciling the South African Medicines and Related Substances Act with the
TRIPS Agreement, 19 B.U.INT’LL.J. 273, 273-306 (2001).

211 i[ﬂ £ ﬁ)ﬁ%’%lﬁaletraé@ FoadlEm  FRIEAF LS R T T

F WTOZ_ 1p B *FLEPw ) fe f*&dz—? [aqgi%,férbBOlviﬂ\%b =S 3 )
N:u HAHFEMABREFF 2 TR I FTEFR TIP3 Eﬁlf&%’ﬂ_L £
H#2 42 £ £ o Office of the U.S. Trade Representative, 2007 Special 301 Report
27 (2007). Ed Silverman, US Trade Rep: Thailand on Watch List, Pharmalot, Apr.
30, 2007, available at http://www.pharmalot.com/2007/04/us_trade rep_thailand
on_watch/ (last modified on Oct. 28, 2009).

212 See generally, Silverman, supra note 211.

213 OXFAM, supra note 13, at 22.

214 BAABBEFIEZ Y ET (WRFERES ) ERELHE M TR
FAHF A EAELELP > £d APARMAZ £ 457 > 272 %79 % g 7 %
W24 g o B RBF P FRIRFTRIPSplushfe 1 iFH i QHF 4 $£2 5
% ° Joseph, supra note 19, at 445-46. Galantucci, supra note 147, at 1091.
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DU HASTETTS - BEIMHS BRI i E IS B R
% (EP BT TERTERIE(E AIDS BEYIEN - R AEES [
S (R IR D B a8 TR e
H1#5& (South Africa Pharmaceutical Manufactures Association) 52397
s [ SN 2 AR S EEE B R BT IR 2L - IR IRIK
TR E T A2 :2G5R TRIPS W E R EEIEE R - REEs
YRR e RSS2 39R I > IRHIRG RV RE 2 Bke, -
ATESE S (S TERY 2T 5 40-2 166 1 B T 3T ok 43 T 32 5 65 2 b S
st o PR R SR M SR AL I A TS P [
YIE MR E AEEE MO IR NS TR
T DAY 2 AT A s R S B M (R o (HBUNFEE (Buropean
Chamber of Commerce Taipei » AT fififF ECCT) {/545#AE e R 10 A8
AT 3845 (position paper) TR HIEEEE » $8 S U HERS Sl %2
Y1 OB RERE 3 2 ST R B (R ((HE A S ST

215 Editorial, Brazil Fights for Affordable Drugs Against HIV/AIDS, 9(5) Revista
Panamericana de Salud Publica 331, 333 (2001), available at http://www.paho.org/
english/dbi/es/von5-tema-brazil.pdf (last visited Dec. 6, 2010).

216 phE ] (33205)° F32-

217 FE2 5401 5230 RS A MTEF VR PF AT AN BB F
EFTENTG ARL A ENHAY GEHRY GhAREE e BIES3A

PR A FTEFVEPF L PAR E8 > B BH FikAE2 p 24
BRARFEFLL AR LS CFHA -RAEIZFHE R 2
BEEY G PERLE WAL ARMEFTRPFEAT £
FHEEFTH

218 gRE S~ A~ L FRATE R TR S BRI FER
2518514 - 737 (2011 )~

219 3 ATR A ATE LM EDATE > BIAeATR AR~ ATAF S~ ATR P RTARTE 0 R
AEARREBEET 2SI A TRASETHERREEET R AE 2
Ped 4F o (FactrigiaE R A R 6 0 T2011# Sy A F ) RAYHELNAS 0 T 13-
9 (2011# 67 220 ) - http://www.cepd.gov.tw/dn.aspx?uid=10347 ( & {5 i ¢
P oi2012&5% 17p ) & & (31190) > F.219-21 - § £ (3£190) > F 33-
35

220 EUROPEAN CHAMBER OF COMMERCE TAIPEI, 2011-2012 POSITION PAPERS 137 (2012),
available at http://www.ecct.com.tw/file/Publications/201110141812114963.pdf (last
visited May 20, 2012).
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FEEIMER T 1F 2 (75%) ' BP9 (American Chamber of
Commerce in Taipei * DL & AmCham ) 773% i H K7 & (white
papen)FEfE ECCT SRkl S B (R AR 3k » IE—S 20k
S R i 1 O 2 L1 25 1 P DB B R A 5 S [ B g e
gy (R -

A BB R R AR S S E B AT R (P am BB
A2 ) - P BH s B BB I S e AR SE ) B S o e T B L = A
1hF > FTATREPRINBUR T TR TZ R N I R B TR
i ¢ NI - AR S B S A A BRI R A IR AT &R 2
NERE - MR Rvd EEEYT RN i 08 - AT 6E
IEEALE B RS S E S BRI 2 RFISZ P 3 AT - 18
R EABE R IR P TR F 1T Ry T 3 R R BB PR A A AR R IR
il -

SR E R U R

)i B HES TR o H— 2 % T % (information

21 & FEPTATE R TR R R T

i Ny - 8 e Ty Frif e
FHL
EZA

iR Hatch Wasman Act 3#

21 USC 355(C)(3)(D)i) ~ (iii) ~ (iv)

wE Directive 2001/83/EC 1#

p A& PR I 6 5 18-30F 47

3 ¥ Article 26-2 of Pharmaceutical Affairs Law |4#

R L P NO

¢ s ATAe

v £ &

BE AR Hgh (33218) F37-

222 AMERICAN CHAMBER OF COMMERCE IN TAIPEL, 2011 TAIWAN WHITE PAPER 100
(2011).

223 A b2 TR FELE MY REE S FHD A I e
PP BAFIEEEME S A g AR %ﬁ‘a‘);& Tk Hira g o2
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asymmetry) » PRIBIUSE (2 S0 A S ) ST P A (A TR 2 G D L
A R R R R 2 s B I R
7 (R R A iy B R ER IR B (B =T
R ZEOEBE TR I RT  EAEEY) ) (i (B B SR BB (price
elasticity of demand){R (I i 52 B E ks @ 8.2 87 - jZoE:
e o SIS A RS T E S o K BT T 546 B (market
failures)Z B 2 5 I B L » H B 2 (R - AL EESE
s (s ST SR PR - R R E R ) M (R
S B SRS R A b E AR Y 2 B SRy
kB AR TEREE EEE— EERREER - R
PN BT R R T IR B B S s A L E T BB H
FEi(willing):Z B4R F » MAEEHIES Y © (EEEAR S5 B
RS2 BT FIFIE T8 5 2 M o B L S
Bt R AN - HIEE A E S5 b 22 - i
R BRI B SR A R M Bl s - (S
] B S ) L7 S i B U R (B T B BT 3T IE
— R R TRE &I L S B s W R B A T & YR %) (affordable
medicines)Z FEF T 5 A FE[E B (human rights obstacles) » FR3ZE =2
BELIERERE S ;T RS B S B (S B ST MR T

it o By (31168) 0 F9-11 -

224 Spcry (3£168)0 F 10 °

225 BRGESFER RIS - LA KA —2%a R E (FP ) T 106-
107 (2000 ) -

226 JEFFERY ROBINSON, PRESCRIPTION GAMES: MONEY, EGO AND POWER INSIDE THE
GLOBAL PHARMACEUTICAL INDUSTRY 20 (2001) (quoting Bernard Lemoine,
director-general of France’s National Pharmaceutical Industry, “I don’t see why
special effort should be demanded from the pharmaceutical industry. Nobody asks
Renault to give cars to people who have not got one.”).

227 Joseph, supra note 19, at 436.

228 driPaul Hunt$fo 8 5 Mtk A 2 L7 > 8B ARGEZRTET2
A d F % t5ik(Free Trade Agreement, FTA)® - & $44.4 3% 8 TRIPSH: %_{
= Bcte(TRIPS-plus)2. 4 &M AR 15 > 7 il R ISR EE £ FI500 47
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LA Hazel Tau v. GlaxoSmithKline, Boehringer B0 mEIE
Wi P Z& B @ (%  GlaxoSmithKline ( DL T f# f§ GSK ) K
Boehringer Ingelheim (DL NfTH BI) 7EVAME AIDS 7 08§k &5
Y ( antiretrovirals » DL~ f§j B ARVs ) i85 4 » 2% {5 82.4%
( nucleoside analogue reverse transcriptase inhibitors * DL fi T
NRTIs ) K 52% ( non-nucleoside analogue reverse transcriptase
inhibitors > LUFif# NNRTIs) Zf5E55" 5 (B LR 50
ANAE] ARVs A BAEAE - Al GSK & BL . Z HiGih A Rk =
100% » FLIEZ CERAMEE) 229 ERFRRE MR - GSK K BI
AR TS S BAEE C(EF&SACRE ST » AR EIFR Hhig
H1 > GSK 5z BI 57830 A1) A H 85825 (market dominance)3] &%
P HC A 38 Fre B 5% o A FE B R 44 ZE{H A5 (international best price
offer — branded /generic product) &5~ EEVER (RFE—) -

3 TAT* B (new use) | 2 B £ 371 R20E 2 B ERD T - AR G
FORPS 2 2 P E S T E R A 182 § 4145 4(a national drug regulatory body) »

m e - g A GRE R T EEE % (generic medicines)z 2
A ¥ 5% o Paul Hunt, Right of Everyone to Enjoyment of the Highest Attainable
Standard of Physical and Mental Health: Mission to Peru, Para. 48, U.N. Doc.
E/CN.4/2005/ 51/Add.3 (Feb. 4, 2005).

229 KHOSLA & HUNT, supra note 11, at 9.

230 Hazel Tau et al. v. GlaxoSmithKline, Boehringer Ingelheim et al. (Competition
Commission of South Africa), at para. 60.5.

231 THE CENTRE FOR APPLIED LEGAL STUDIES (CALS), THE PRICE OF LIFE. HAZEL TAU
AND OTHERS V. GLAXOSMITHKLINE AND BOEHRINGER INGELHEIM: A REPORT ON THE
EXCESSIVE PRICING COMPLAINT TO SOUTH AFRICA’S COMPETITION COMMISSION 38
(2003), available at http://www.aidslex.org/site_documents/TO12E.pdf (last visited
Nov. 25, 2010).
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%— ARVs EHEBZ ™’

Product Price soldto  International Best WHO International
private sector Price pre-qualified Best Price
Offer—branded generic Offer—generic
product

Aduit Formuiations Per Tablet / Capsuie

GSK

53

AZT (300mg) US$ 0,92 US$ 0,60 US$ 0,25 US$ 0,19
Lamivudine (150mg) US$ 1,02 US$ 0,32 US$ 0,14 US$ 0,09
AZT/lamivudine (300mg/150mg) USS$ 1,27 US$ 0,85 US$ 0,36 US$ 0,28
Nevirapine (200mg) US$ 0,57 US$ 0,60 US$ 0,23 US$ 0,15

Annual Costs Per Adult Or Child

GSK

BI

AZT (300mg) USS$ 674,52 US$ 438,00 US$ 180,00 US$ 140,00

Lamivudine (150mg) USS$ 741,59 USS$ 100,00 US$ 66,00
US$ 234,00

AZT/lamivudine (300mg/150mg) US$ 926,98 US$ 620,50 US$ 265,00 US$ 204,00

AZT (50mg/5ml solution) USS$ 528,14 _ US$ 160,60 _

Lamivudine (10mg/ml solution) USS$ 408,47 _ US$ 113,88 _

Nevirapine (200mg) US$ 417,14 USS$ 438,00 USS 166,00 US$ 112,00

53 5 §fESR GSK J: BI $EA@ER LIS sk A 2 MR R - (RS E
R Bt N YA 5B (powerful prima facie evidence)all -1~
SRS TR S R RS L E (R BT S  HLHN s o s
152 FIETE S A IE % 2 W% £l (a normal rate of return)™" - FHRE
TR R385 > 3% GSK ZREE2001 LI AL 14.85% A
BV (R&D costs) ~ 14% F A B i i 8 HEF] < (licensing fee) -
16.2% H1 5 FL I3 (profits) » [K] [tk HL 2892 A= 7 Ak A (manufacturing

232 Hazel Tau et al. v. GlaxoSmithKline, Boehringer Ingelheim et al. (Competition
Commission of South Africa), at paras. 33-44.

233 Hazel Tau et al. v. GlaxoSmithKline, Boehringer Ingelheim et al. (Competition
Commission of South Africa), at para. 64.

234 Hazel Tau et al. v. GlaxoSmithKline, Boehringer Ingelheim et al. (Competition
Commission of South Africa), at para. 65.
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costs) By FA I A 7 (100%-14.85%-14%-16.2%)=54.95% » K[ HZEY)
T R Y R AR (100% | 54.95%)=1.82{57 < {RIAIH:
FEEHE > (B35 lamivudine (150mg)” 42 E R ANR0.14387T ([ HEAEHELRER
B2 BE i P B E FE AR WHO  Access to HIV/AIDS Drugs and
Diagnostics of Acceptable Quality T Z R A& — EmE 2
lamivudine 22437 7 FZE{EH(WHO pre-qualified generic)) > HI|E
G EEEF(0.14 * 1.82)=0.25357T ; {H lamivudine (150mg)
{EFAIR B EA 51.023570 (RLZE—) » HAFEEZE400% - ffﬁﬂil:faf
FERAREEEYI S A ~ AR E RN TR e
WA BEY) IS AN 14.85% BEAE, EUEEE@%E%Z*U(@H#E%
A -

{B8EY) TS Bl R B R EE R (R s s T 8 - AR
1€ TRIPS 17 & AHBER B0 sl SRR B se B it A B 8 B
N R RE N YR K > {H TRIPS ¢ F BB 5 H# 2
FEE R SR I RIS T SO G Y R AR
ST FREFI A A0 o DRI » AT o i B e o S P L
YRR EREFTTIE T B AT o R TR 5T e
FEE BE 9 B R S R FIT R s L SRR, » e ok AR 5 T i
HA= i i RS TR R AR » (B B A R B3I e
Fil e B -

Z AR E L ERTEMAREELR

HIEBREEDZEM S L%ﬁ%ﬂmzﬁﬁ,ﬁﬂ/ﬁ*@{%ﬁa]ﬁk{ﬁﬁ
HEE FTHC RS » BB EN s EE TR - (HHE 2 2EY)
BRI AERE T B A NI RE L BREE R ZEYT P RER ORI A A 1 2
LAZEE] Hatch-Waxman < 8 R{ » [FHBAZRZERFHEE NDA FF35

235 THE CENTRE FOR APPLIED LEGAL STUDIES (CALS), supra note 231, at 38.
236 ﬁz%‘iiﬁl (33209) > F54-55 % > (316)> F 633




190 2011 B35 A 2183, 50, 4 2 7|

FEAL L EORZE 2 AHRA S A& RHE#EIL Approved Drug Products with
Therapeutic Equivalence ( S Es 17 7 2(Orange Book)) 1% » DIfE
Ry R B B B R 8 ST E] LS e
(L5 B B B R AT P B SR B AR R 2 el 22 47 i e
AT BB - FTC AR5  [5 B 55 s i o £ 47, 2
BT R ek 5 2 S e B B M (R LU S T
i 2 e M — Ak R B R A T S A IR S DU
BB S RGN A — E AP HE R 8™ B i B g B 2 4

7T FAED AFPLPF R (1) BT 2 F ol 2B AFEL (full
reports of investigations which have been made to show whether or not such drug is
safe for use and whether such drug is effective inuse ) ; (2) & 2 A 2 {1 fm

(a full list of the articles used as components of such drug) ; (3) % & écit &4
z_ % = (a full statement of the composition of such drug) ; (4) % & 4cit #:g ~
s & B 2k i (a full description of the methods used in, and the
facilities and controls used for, the manufacture, processing, and packing of such
drug); (5) # FDA & F > ji*it t &4 2 H 2 42 2 4% % (such samples of such
drug and of the articles used as components thereof as the Secretary may require ) ;

(6) it * 3% 2 E4 4 ~ (specimens of the labeling proposed to be used for
suchdrug); (7) # # i Federal Food, Drug, and Cosmetic Act §505(B)* #_#7&
Fig {723 (any assessments required under section 505B) - 21 U.S.C. § 355
(b)(1) (2004).

238 4 & (3190) 0 F 53 -

239 W LERETRAES GEPL LT D LR L F 0 RIF L)
EP2ZRBRFERTT %’ﬁt“ # %13 > # % 5 Hatch-Waxman Act #7p%
2302 R T ELY LHE (FHmEEnE )21 US.C. § 355 ()(S)B)(ii)
(2004). # * & (3x190) > F 53-54 - Marcia Angell ¥ - ¥ 7 £ (:x14)> F
212 -

240 £ EW > R FRNES D FARR LSRN HFTSHART LA
22 (4 ) #EE RS 18868 > T2 (2006 ) o

241 15 Medicare At B2 ¥t4p Bl B3 B F L ERE T2 2 0 TR 7 AR
KRB FEREE tBR P2 Ttk L Ew FTC 2 2% 3%(Department of
Justice):iL 4F ;  /fL kK & » Medicare Act ¥ 22 2 # F R g FH § t F
Bz thik > LB EF S EMRAANE BHEL BH o A B flEL AT
ML BAEA L RBED B2 =2 T ERIF 2 ] 2 T i3
RBETFZHHRTE I I FRL 2 B v BRFvELL{IETA
bWl g 0 T360 At ¥4 -2 £ REFHEF L - DOHY6-
TD-D-113-024 (2007& ) °

242 4o Valley Drug v. Geneva Pharmaceuticals ¢ % ® » Abbott Laboratories %7
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33

B i & 1E A2 E Ah R 22 44 2E (branded  generic  drug) BY 57 i B2 44 2
(authorized generic drug) » DA ELE RS Bg B -

ME—F > [EHITREERIEGED HBE /e T —EHSEY TS
FoiZ BRITTREF 385 - ISR 2 BRI A AR T i bt i b 14
b (HENEA# R (patent thicket) 23152 ) ** 1 FIttL > BISERFA
BEEEERN AZEYE  EBEREES A E rlRe I TR
Z BRESEY I AR > BRI BUNAEN . Al B TEEY T 38
H (LHEHRZRIGER B ) S EE R MPEGE
A5 g » i R RO FIEEY) 2 MERZ 2 B E R - #5110
= ° NF-kB FHUEHERIEINF-KB cell signaling pathway)¥f 15w

il

Hytrin % & 2. 4p B & 4] > Geneva Pharmaceuticals % Zenith Goldline
Pharmaceuticals 4 %] i Hatch-Waxman Act # I} Paragraph IV ANDA - @ Abbott
Laboratories 7= 4! & | iZ4# 735 o {4 Abbott Laboratories £ Zenith Goldline
Pharmaceuticals i = fef& > 3 qofgz 3 ¢ 4 2 (1) Zenith Goldline
Pharmaceuticals K% 2L H is fafi &2 0% 3¢ 48 Hywin 2 8 2 #F &
Hytrin 2. % §]¥]4 > Zenith Goldline Pharmaceuticals #-7% ¢ 4 & iz ® Hytrin 2
B, My b9 Fv aphkl 2 4] 5 (2) Abbott Laboratories -k #3t— F
RPN &%= B2 %1 Zenith Goldline Pharmaceuticals # £ 6,000,000~ o f4
Abbott Laboratories 7= £2 Geneva Pharmaceuticals & 37#f (12 {rfz & ) o d 313
frfzd 2 9 & » T # Geneva Pharmaceuticals % Zenith Goldline
Pharmaceuticals #i¥ % | #2725 2. B35 24004 > H 77 @205 37 4 & Hytrin
2B rEF ad N EEr BT EAMERS QHERISP T FBRERIT E
#4285 7]t Valley Drug Co. (Hytrin 22 (5485 ) I{ 1 %% = 7 7 2 frfa %
HRBEF 2T L 2 75 FEF F P 20E (Sherman Act) © B2 R4~ F iR Bt
AEEP RIGZ RO TITFLIoBE R RTREE AL D F2 75
B F F P8z (75 0 R HERIPREAEHE BHEZ B
o &g g ams BANEA LB Hr g s TR E 2
iU e SRS U RS S R il RY 8 TR Sy oy EE
%% R(perse)ik F & £ #172 o Valley Drug v. Geneva Pharmaceuticals, 350 F.3d
1181 (2003). ¥ <~ 4§ (3x242)> £33 -

243 52 (31242)0 T34

244 Amy Kapcynski et al., Addressing Global Health Inequities: An Open Licensing
Approach for University Innovations, 20 BERKELEY TECH. L.J. 1031, 1053-54 (2005).
Carl Shapiro, Navigating the Patent Thicket: Cross-Licenses, Patent Pools, and
Standard Setting, in INNOVATION POLICY AND THE ECONOMY 119 (Adam B. Jaffe et
al. eds., 2000).
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i BB - BRSO S A A EE M (HE
HLWAI IR EMEE) K& TATES SRR 2 16
BHEEY) P9 A AEEE NF-kB FHBE S eI A R S thit - %
Ariad Pharmaceutical (NF-kB Z EFIHE N ) #1815 B ZEgie S 1
ATAARE - HEZBERAIEEAN K « SHUISEEIZERT Astra-Zeneca fEHFfZE
2 98] Prilosec ({52 BRI ER S (12 SIIBIGEEEY)) & HF]
PRI TR 8 [ 45 2 R BB 47 M2 0 L 7 2 — AR S A
(CEFEVEIE ARSI (active metabolites)™ SLFI] ) » S8R E2 47 S P
BRI EME (AR Prilosec BEEMIAEA]) TifjEE Fili™ - i
KDL PR R IR A B A B 2 BRI W R A SRR a A
FERSFTEE Sy T LB -

SR B M EE ) R R SR S HARE IR E T
SRR SASEI (7 % SRR TRIPS B E 2 BISMNEEEHRET L2
BRAEIBET G (SEREBETS IR ) - (s S s (1 DRI Y
o REERZ R R PR R S R A i O (PR B DU A A L LA
HEF 2 SBK o T 7208 S S FMER 2 (22 - BRI = - TRIPS
W E 3 (R B3 G B RIS BT » YR BRI E
BEH RN - JE TR (E R R T SHEHE R RS
{PAEE R (HIRER < (remuneration) BEREF A | ** - H T HRIRER]

245 o) AL RS Ldpom BIR BRUEAMMTALZ B

246 Marcia Angell ¥ - % v 2% (3114)> 721445

247 4o MATHERBRETOEE B R BT ;n*ujﬁ e ﬁi—&ﬁﬁ"@l%ﬁ E 4 e v
Brem{FEramy  MIGEFHER EEY L 7T FR0 T AR
EAIERUEY MITZRER A B D H 2L AN IEFEY (R By
B 3E 2. £ & B Kk o Arti K. Rai, Proprietary Rights and Collective Action:
The Case of Biotechnology Research with Low Commercial Value, in INTERNATIONAL
PUBLIC GOODS AND TRANSFER OF TECHNOLOGY UNDER A GLOBALIZED INTELLECTUAL
PROPERTY REGIME 292 (Keith E. Maskus & Jerome H. Reichman eds., 2005). JOHN P.
GRIFFIN & JOHN O’GRADY, THE TEXTBOOK OF PHARMACEUTICAL MEDICINE 353
(2002). Susan K. Sell, supra note 146, at 194, 212.

248 Article 31(h) of the TRIPS, “...the right holder shall be paid adequate remuneration
in the circumstances of each case, taking into account the economic value of the
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ST T > EHE B EIEREE o S R R e o
%Y I E R E R e I - e BEE R
SERAEIFS S BHRET  ERTREETEE T ERR ARG
i B2 24K I (national emergency or other circumstances of extreme
urgency) | 20 AT (necessity) ' 2 YA o RS T I 2
%% 0 2652 0 fF TRIPS WHEEIGEIHTE T @ b
EVEAE > SRR AR (5 TERREPER)
SRR LR E R AN T RR R BRI | %
IAEEVE AL R B A TS AR B 5 TS R 3
R R B RE J(bargain power)Z H 18 & [B] B BLEE > S A ik E 72
T HERRE ER S T TS  (AEHE TSR RE
i R AR A (B ) SR SRR & 2 i

authorization.”

249 Article 31(h) of the TRIPS, “... any decision relating to the remuneration provided
in respect of such use shall be subject to judicial review or other independent
review by a distinct higher authority in that Member.”

250 Article 31(b) of the TRIPS, “... to obtain authorization from the right holder on
reasonable commercial terms and conditions and that such efforts have not been
successful within a reasonable period of time. This requirement may be waived by a
Member in the case of a national emergency or other circumstances of extreme
urgency or in cases of public noncommercial use. In situations of national
emergency or other circumstances of extreme urgency, the right holder shall,
nevertheless, be notified as soon as reasonably practicable. In the case of public
non-commercial use, where the government or contractor, without making a patent
search, knows or has demonstrable grounds to know that a valid patent is or will be
used by or for the government, the right holder shall be informed promptly.”

251 Doha# % %5(c)E i 33 » #73) ’f EEE 2 R RS 7 LT
‘b 3 & FEHIV/AIDS ~ S5 ~ R A R His i A 2 i (T AR S B e
Bt B AR E ¥R B &R B o Paragraph 5(c) of the TRIPS, “Each
Member has the right to determine what constitutes a national emergency or other
circumstances of extreme urgency, it being understood that public health crises,
including those relating to HIV/AIDS, tuberculosis, malaria and other epidemics,
can represent a national emergency or other circumstances of extreme urgency.”

252 Alan O. Sykes, TRIPS, Pharmaceuticals, Developing Countries, and the
Doha “Solution”, 3 CHL. J.INT’LL. 47, 57 (2002).

253 2 @42 (3x137)° 38
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T B S S R IR E MBS IR S8 (R
K SRR HEE 8 WTO (il VI 5 2 S SV 1 e B A BB -
520 (AT [EE - FL - BRI B E R e e
DRI SR S B o U I 2 » TV AR B kO 1 3 e R 2 )
FRAREIFFRERTBIARE > Y383 TRIPS H35E B B2 2k 2
S RAPRR TR T 2 RS E 2 B E B o BER20034E 1k
I E T R A O R R R RS R R
(eligible importing Member » BIEF&H S TR E ) 20 ZHER|
SHIEFE  (HEEYHE (exporting Member » B[ {5 F12003 4
Yok R s LG B T A SR S
77) PHBEMEE TRIPS HE 310 EHE - 5 Ry E
R KU & % B A PR T A RO 6 T SR
N (BIZERSE) FoARumas™ - mE 2 B SHREMEORE S
] — S TR A » 3%k B AT S SR AN
&7 WIEPR TRIPS 231(WHEZHE » MERHREOHE

254 £ B2 (3x137) F.37-38-

255 Correa, supra note 151, at 400-02.

256 wrg TR s iEEauer 2 f HdpEr R B ES RS N2 EF e
TRIPS mE ¢ i o> 2P HAFF R L RIFLET > LR > o
FRRET > AF T aEmpFiEd o TRIPS BE € v 423080 5 "L 1@
PR (WA ARRRAERE B R AN RS oKt E LR
¥ & 4 @& * ) Paragraph 1(b) of the Implementation of Paragraph 6 of the Doha
Declaration on the TRIPS Agreement and Public Health.

257 Paragraph 1(c) of the Implementation of Paragraph 6 of the Doha Declaration on the
TRIPS Agreement and Public Health.

258 Paragraph 3 of the Implementation of Paragraph 6 of the Doha Declaration on the
TRIPS Agreement and Public Health, “Where a compulsory licence is granted by an
exporting Member under the system set out in this Decision, adequate remuneration
pursuant to Article 31(h) of the TRIPS Agreement shall be paid in that Member
taking into account the economic value to the importing Member of the use that has
been authorized in the exporting Member. Where a compulsory licence is granted for
the same products in the eligible importing Member, the obligation of that Member
under Article 31(h) shall be waived in respect of those products for which
remuneration in accordance with the first sentence of this paragraph is paid in the
exporting Member.”
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SRR R o £E20034E RS HIET T o BHF R
ZHIEEREZE] TRIPS 155E 253 1(h) 6 K 2831G) 62 157 (2003
EREEEEOEY ) 7 JREIEEAIME A (BB (22 ) (S EE RS HEF]
SR TSRS (SRS S  HE EshH
Z BB E SR o RS T L B L R R 5
SEBIFR ) - I U 1 S e AR T R D ) R A M 1
TR ATRENE AR BEDR SRR o TR BB (At AT
BE I FH ) R o A M B T S M B 1 2 IR IR —— R
ShEIRIE Rk e BT A s 2 2 R
HH 2 R —— B DA MG SR E R I 5 B
B0 R — i S R BRI i (A FE T 8 SR B2 1%-5% » {H LB
E A L L B R 5%-10%2% » HLfH 2 2 BLE AT RERERR 1%
P R -

FHAT 2B HEE R - BATACHEEI X BUREE TRIPS {5 E BAAR
R SE = A e R B S ) R I P R PR B N R AR EOR < 28
INEERSE At R s BB EE e R A I REHH RSBl B (e
AR - fERT SRR RHTT TRIPS e BISMERZA
o IS b B 5 RS S (ZEY) RS AR ORIE) G
NEIEREIR EA A8 S E(E -

259 Paragraph 9 of the Implementation of Paragraph 6 of the Doha Declaration on the
TRIPS Agreement and Public Health, “This Decision is without prejudice to the
rights, obligations and flexibilities that Members have under the provisions of the
TRIPS Agreement other than paragraphs (f) and (h) of Article 31, including those
reaffirmed by the Declaration, and to their interpretation. ...”

260 JAMES LOVE, COMPULSORY LICENSING: MODELS FOR STATE PRACTICE IN DEVELOPING
COUNTRIES, ACCESS TO MEDICINE AND COMPLIANCE WITH THE WTO TRIPS ACCORD
paras. 39, 40 (Jan. 21, 2001), available at www.cptech.org/ip/health/cl/
recommendedstatepractice.html (last visited May 15, 2012).
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T EBREAELELTEREFEES T ] R
Z AT IE?

SRR AT » PRI f Er e FARER & (0 6 HARIR
M (B2 MEE B i 2 R e R R 2R 25 B R g
By T BB e B (2 2 R 2 S FA AR (BB ERA)
I P BB (S ARSI P RERI] S (R0 P ey 2 ey » i |
HEES 35 - ] MDGs (H20 kSR FIRER] 2 PO R R A (58
BIER A MR - AR Al EYER - AIEEZEY
FESAHE ~ GHLS Y5 S » 1] RH s BRI 2 2
B Ak E B HBY 5 PRI T SR A (4 B e 5 (e
S FIRER . N RESETS - 1Tt — o BRI R B e e 2 25 R AR
it 3% R P B R AR bR A s 2 B AR EE)°%" © CESCR General
Comment No. 1455481 - BHER AMEZAREME T REHBIZR
i RS TET R AT B EE AL  (EEC AT o B B (entities) AL
AR B R B R S SR MEEE RS AT/
I > A2 R B ASELE LR » FEROBIRIEL M AE S (B M B B
Wi~ R AR 1T (actors) — ALFE LN R & AR A4S 40
B R BB ~ AR Er R - VSR — B A
CEBINEEET o A e R B R H AR M (R

261 U.N., supra note 68, at ix, 51, 54-55, 63.

262 Paragraph 48 of General Comment No. 14, “Violations of the right to health can
occur through the direct action of States or other entities insufficiently regulated by
States. ...”

263 Paragraph 40 of General Comment No. 14, “While only States are parties to the
Covenant and thus ultimately accountable for compliance with it, all members of
society - individuals, including health professionals, families, local communities,
intergovernmental and non-governmental organizations, civil society organizations,
as well as the private business sector - have responsibilities regarding the realization
of the right to health. State parties should therefore provide an environment which
facilitates the discharge of these responsibilities.”
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B2 o SETRER RS HZBUR - JEBURTLRE - R =T5E(E - T
[ BEY3IT FH PR e i Ry B 238 5T ICESCR (i 5575 » AR
HRZHEN RIBTE A A THER . B8 - HERIIRF R < A3
W BB A AR B ORI BIEIE MDGs Fif " Hisd
EEEELIRERR PR T ik Ay, NS B
NMEF BRI #H 5 B (Special Rapporteur) Paul Hunt {#j220104
B T R ER ARy 2 AHEMERT] ) (Human Rights Guidelines
for Pharmaceutical Companies in Relation to Access to Medicines * 4
Nf5f#H Guidelines for Pharmaceutical Companies ) 267, ESRERIFE DL
AN B BRI 52 B BRI P45 77 % & (national and international actors)—— £
FEBUSE (% —— VTR IE A REEEYIT . RS 7 (FERE

264 Paragraph 45 of General Comment No. 14, “For the avoidance of any doubt, the
Committee wishes to emphasize that it is particularly incumbent on States parties
and other actors in a position to assist, to provide ‘international assistance and
cooperation, especially economic and technical” which enable developing countries
to fulfil their core and other obligations indicated in paragraphs 43 and 44 above.”

265 Patricia H. Werhane & Michael E. Gorman, Intellectual Property Rights, Access to
Life-Enhancing Drugs, and Corporate Moral Responsibilities, in ETHICS AND THE
PHARMACEUTICAL INDUSTRY 275 (Michael A. Santoro & Thomas M. Gorrie eds.,
2005).

266 Target 8¢ of the MDGs, “In cooperation with pharmaceutical companies, provide
access to affordable essential drugs in developing countries.”

267 Published in the report to the General Assembly of the UN Special Rapporteur on
the right to the highest attanable standard of health. U.N. General Assembly, Report
of the Special Rapporteur on the right of everyone to the enjoyment of the highest
attainable standard of physical and mental health, UN. Doc. A/63/263 (Aug. 11,
2008).

268 Preamble of the Human Rights Guidelines for Pharmaceutical Companies in
Relation to Access to Medicines.

269 G REMF D RISHEEL RE @ AAE RS EAE Y
BIZizRA > FhaF S ORI T RAT 2R 2 R
AT EZREFN 25 L ARG RRPHRAEAE EHER
EEAEFTEL R o 22 FHER TG REEZ - REER - PR
FRLFLARBRUELERIEEF T BIIFRL A BT 22 A#H -
Biojaz TR 2 6 13 £ 424> 6 af @ER, (Norms on the
Responsibilities of Transnational Corporations and Other Business Enterprises with
Regard to Human Rights > #§ i Norms for TNCs) % 1i% 2 32> I 3= PEE
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PR 5T ) o

FIREAERS » Bl B RR AT A 15 B S S A S R fR ST R RER .2
NERFC R G () 5 [HERHR RS < R
B2 PR A R L 222 B © AR A EE YL IR R & E
W 25 SRR S B S S fE B PR B B 52 — B
? BRI ETEREEE - (RIE - BRIV N BIRE
NEEEEREAM R 7 15 B A S FE A R EEY) I MR 2 A\
HEFCARE Eom il R i B R - (legal responsibilities) 1B (£ E
HaME 2 BTEE f(moral responsibilities) ? ZEY) 3T FHEFE 2
i (positive rights) @ FSEIRIZEREFTEEIE 2 AR TEEES
B A B R 2 (negative  rights),Z AEE (THREFHE ? BEZ HiE
TEPR = 2 5 B R A 2 N REE (AR YE > BERE (U et iR
b B R ZEY AR - (EERE 2 S T Re ks A ie v & N EEE
FEE T R ? R ASCHEERAR B R ANEEETE
B — i 75 B S 1 ZE T EE YT O RER P B A B8 2 B PR A
TG HIE - WA - B -

BRI a3l p 2 RRaPERFP > 7 AT mEREZ 0N
PERIARZFREE EEMR ) AL KA L R € (United Nations
Commission on Human Rights, UNCHR) { & - # 2R G § 2% ¢
(Economic and Social Council) /& #-Norms for TNCs 4 5 £ j# 24 22 % £ 5 3
MAIBRLEHE s (core activities » e i ¥ RS RE B2 &
) & FH @ g 4 2 74 % de(derivative activities) » 2 f ¥ A L E BT i
(legal liability) 4 F B ER AL R g™ T TWHE L F o FF g
z_ A 4 % ] | (Human Rights Guidelines for Pharmaceutical Companies in
Relation to Access to Medicines > ™ T f#§ # Guidelines for Pharmaceutical
Companies ) » ¥ 5 R WU # & £ FHEH 3% F12 F%E2 BRI o068
Pl PFVEA RS PR 2 S R R R £ T BB P A RS
& #4302 ICESCR #7fi2 EiTt ] > p REFZE R A §HEAPM
A f#F @ - UN. ECOSOC, Sub-Comm’n on the Promotion and Prot. of Human
Rights, Responsibilities of Transnational Corporations and Related Business
Enterprises with Regard to Human Rights, UN. Doc. E/CN.4/2004/116 (Apr. 22,
2004). Melina Williams, Privatization and the Human Right to Water: Challenges
for the New Century, 28 MICH. J. INT’L L. 469, 490-91 (2007). Nwobike, supra note
8, at 137.
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FEBR G amirs B B BE SR SR T FREA B2 Th 2 Gz AT - A
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B b o BIFE AREERDAR Z R A B A & EHIE - #BURE
B 0 B —— AIBGASA BRI A% (International
Convention on Civil and Political Rights > DL N féif ICCPR) 252
6" B ICESCR 2()e” " — S LABIR MR AHES TS T8 -
DA 22 R B AN BV B 50 R o [ 2% ] B R (inter-state  relations) €l
L RIFRRFY © (EERIRZIEE N — 208 3R (war crime) ~ EN
NJE3JE(crime against humanity) ~ 45 )\Eisis(genomde) - FEFISE
(torture) 7* ~ {55 A hy 4% 5k 5E (slavery) 7~ 54 # 4% B) JE (forced
labor) 27® ~ fE & % B 5E (apartheid) 2”7 ~ 3% 3E & ¥ 9E (forced
disappearances)” " % —— B4 YNME AR AHES 675 TS - 1

270 1 OPPENHEIM’S INTERNATIONAL LAW: PEACE 19 (Robert Jennings & Arthur Watts
KCMG QC eds., 2008).

271 Article 2(1) of the ICCPR, “Each State Party to the present Covenant undertakes to
respect and to ensure to all individuals within its territory and subject to its
jurisdiction the rights recognized in the present Covenant, without distinction of any
kind, such as race, colour, sex, language, religion, political or other opinion, national
or social origin, property, birth or other status.”

272 ICESCR, supra note 93, at article 2(1).

273 See, e.g., Convention on the Prevention and Punishment of the Crime of Genocide.

274 See, e.g., Convention Against Torture and Other Cruel, Inhuman or Degrading
Treatment or Punishment.

275 See, e.g., Article 8 of the ICCPR, and Supplementary Convention on the Abolition of
Slavery, the Slave Trade, and Institutions and Practices Similar to Slavery.

276 See, e.g., Atticle 8 of the ICCPR.

277 See, e.g., Programme of Action Against Apartheid, UN. SCOR, 38th Sess., Supp. for
Oct.-Dec. 1983, at 58, 63, UN. Doc. S/16102 (1983) (calling on “corporations and
employers” to “withdraw from any commercial operations in South Africa”).

278 See, e.g., Inter-American Convention on the Forced Disappearance of Persons.

279 STEVEN R. RATNER & JASON S. ABRAMS, ACCOUNTABILITY FOR HUMAN RIGHTS
ATROCITIES IN INTERNATIONAL LAW 13 (2001). % 2 3¢ (:x21)» F 377 -
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B A A Ry A G (public realm) SR T EUR AT R,
AT R B TR b2 FLGEIF(private realm)i 21T Ryl & T
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VEE R > R HERPR - AE (home country) 5% E B 7 7E B
(country of activity) - BB BRSS! — s R TTEL B A

280 RALPH G. STEINHARDT, PAUL L. HOFFMAN & CHRISTOPHER N. CAMPONOVO,
INTERNATIONAL HUMAN RIGHTS LAWYERING CASES AND MATERIALS 662 (2009).

WA AR LK M) LAFLE EF flegho0 £ 02 P A
‘inz'r‘lﬁ-ﬁklﬁ]?‘w-f—‘*[&]’” R BB ORI PR TGE R
ZafPales MxEEE® 2B WA G RREANF

-
o) % ]ﬁl? At v
Wl it K2 B R (- HETIRE ) WiTL R E 2 iR
iﬂ,aa%ﬁ@1ﬁ¢$%ﬁﬁwéFiéﬂ%ﬂ’*<é® B2 %
1%¢&vM@mp%% BREESfEAERRZFE - T8 BR

|

PR EES TERENT FRRK S S A 2 2 (branch offices) & +

2o P(submdiaries) FEFERBLE-BROT  AAE-BROP > i
VR w&wixﬁ Z ARz P N E B F R v Egs
PRt HmeApag o 2l Ho A 7R B A E IR ESRE > TRApE
A RPBA2 £ % & B o Paragraph 20 of the Norms on the Responsibilities of
Transnational Corporatlons and Other Business Enterprises with Regard to Human
Rights, “The term ‘transnational corporation’ refers to an economic entity operating
in more than one country or a cluster of economic entities operating in two or more
countries - whatever their legal form, whether in their home country or country of
activity, and whether taken individually or collectively.” Paragraph 21 of the Norms
on the Responsibilities of Transnational Corporations and Other Business
Enterprises with Regard to Human Rights, “The phrase ‘other business enterprise’
includes any business entity, regardless of the international or domestic nature of its
activities, including a transnational corporation, contractor, subcontractor, supplier,
licensee or distributor; the corporate, partnership, or other legal form used to
establish the business entity; and the nature of the ownership of the entity. These
Norms shall be presumed to apply, as a matter of practice, if the business enterprise
has any relation with a transnational corporation, the impact of its activities is not
entirely local, ....” Paragraph 6 of the Tripartite Declaration of Principles
Concerning Multinational Enterprises and Social Policy, “... Multinational
enterprises include enterprises, whether they are of public, mixed or private
ownership, which own or control production, distribution, services or other facilities
outside the country in which they are based. ...” Mtk = » 2 74 € & " E2 B

FE—#HhEREEE ﬁi”f']%%ii%’&ﬁ RppFB 0 ¢ FREZELRR
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B AR - S R RN ) S BRI T
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PR fe 32 A HERE(TWIZ I - (el S S s &~ 17k
B2 > 5 [&] /b 2 (multinational enterprises (MNEs) / transnational
corporations (TNCs)).Z fEE(EXIEZREK GDP Z210% - [l H A8
BERHCIREZ 44% > 3 AL » (ERQHE R LS TEHES) » 15
B AR R TR (HEOSHNY) BREEEESH
WEMZ A « BHAEEERIRE R0 - EHE 5T
ERPEE 12T 0 BRAFEREE BRI R
TSR N BB H a2 8] SHME RS (R
SRERER 2™ .

R B S (B EE LT ST R AN T B S A
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282 %9 (321)» 390

283 Carolyn Dresler & Stephen P. Marks, The Emerging Human Rights to Tobacco
Control, 28(3) HUM. RTS. Q. 599, 634 (2006).

284 Ellen R. Shaffer et. al., Global Trade and Public Health, 95(1) AM. J. PUB. HEALTH

23,23 (2005).

HT 2 o BEREE 2 KE e d 1970# 27,000 7L i#E ¥ 2 T 1995& 240,000

Fo BRI G #T64,00085 B £ ¥ 0 P Ak WG 870,000 7 L 481 TR

SRR RY NG FEY — PR BREFLRAEN 34 A

(%23 GDP 210% ) @ v pR] 2282~ (Qik2zp v BiEz

44%) 5 T 23R VA F A d 300 7RIS F & £974T 0 1223 Fd 257I5H

£ ¥£#7¥ 3% - Picciotto, supra note 21, at 6-7.

286 SUSAN STRANGE, THE RETREAT OF THE STATE 47 (1996).

287 Ratner, supra note 279, at 462.

288 a3 o E%Wli?é?%ﬁﬁ e 2 pd i ~ RIEREF Y Mha L 23
FWEIRILFT HABF RFART I EAREME (dodd i

285
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ZEE (M2 s LD sE A fEE) *
It EHEIEE A B2 SR AT 2 B R 2R ORFEIFR
N F5 ERERIRINR B 2 M RS S Bl 3 < 22 (MG
g5y AR IR Z BT b S - 414 Doe v.
Unocal ZZEH » BB {R 3 (Unocal IR 5 B & U B (Hilife) )
Tl 25 B 2E 8 N B PR A ME BT 17y (Wt EE Y & T-1l
/@E@) R B A R R R E AR B EIUILFEE EZ AEID
FaE>? ; 7F Sosa v. Alvarez-Machain 2,20 (45 K S5 EF£EE 7T
WEBIEUNHIZE ) - 2 B &% =k B B K 58 B B 72 18 7 (international
customary laws) A] 535 58 72 BT By 55 K (common law claims) 2 i
GNP T %fﬁf%ﬁrlm@z B 2 75 AR 5 (A Bt
RN TR, T W ER R R S ™

BRES) 2HFET R ZTELFIHLEREEALTRLEAS Fé“‘#%%ﬁ
T R ST T bt’ pd FAEDAEERRLP D See eg., AMRITA
NARLIKAR, THE WORLD TRADE ORGANIZATION: A VERY SHORT INTRODUCTION 2,
28-29 (2005). William H. Meyer, Human Rights and MNCs: Theory Versus
Quantitative Analysis, 18 HUM. RTS Q. 368, 368 (1996).

289 spfEA i e (S BREFE A EL LK %EM % o Geoffrey Chandler,
The Evolution of the Business and Human Rights Debate, in BUSINESS AND HUMAN
RIGHTS: DILEMMAS AND SOLUTION 22, 28-29 (Rory Sullivan ed., 2003).

290 Arghyrios A. Fatouros, On the Implementation of International Codes of Conduct:
An Analysis of Future Experience, 30 AM. U. L. REV. 941, 951 (1981).

291 For example, the Presbyterian Church of Sudan v. Talisman Energy court considered
that “corporations may also be held liable under international law, at least for gross
human rights violations.” Presbyterian Church of Sudan v. Talisman Energy, Inc.,
244 F. Supp. 2d 289, 319 (S.D.N.Y. 2003).

292 Doe v. Unocal, 395 F.3d 978 (2003) e Z AR ¥ 54 %% Unocal &2 2
Earthrights International if = frjg » i Feft A AN B b 22 5 MESR L ¥ 4
BFEL E8%H% -

293 Sosa, 542 U.S. at 729.

294 According to the Supreme Court, “A related consideration is whether international
law extends the scope of liability for a violation of a given norm to the perpetrator
being sued, if the defendant is a private actor such as a corporation or individual.”
Sosa v. Alvarez-Machain, 542 U.S. 692, 729 (2004).

295 Katherine Gallagher, Civil Litigation and Transnational Business, 8 J. INT'L CRIM.
JusTt. 745, 752 (2010).
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£ Ngcobo v. Thor Chemicals Holdings Ltd. ZZ&H » JEEEEREEHL
5 B 12 rA F ER B A BRI & FE it > B2 A2 Al TR KR
EMEE R AR TMRIELZ 57 -

AL A ME S H 822 - UDHR 3058 s iy
HUE > 58I A A (person) ~ S M (group) FE LB FIkE 221245 =
I TAAEE AR AR S S A (FTRERI E B2 S B
TR s I S EETT RS 2 (S (3 A BN A
T o PERIEBINS R E B SR B 5 SN SR
(EPNEE N ol Al e 3 (= RvAvas- I =R =L YA =~ T
Thas (MeEREEREE) TRk LB h LB e
ST G LIRS BEE (TS - ik UDHR 4 o DS ARES B (32 AR
KSR E B AT R A R AT RIS
& i B B A HE 35 75 (obligation) — B¢ = A 2 B B A HE E
(responsibility / accountability)™’ —— & B M FUE - i HEAER
BIRST TR o BT S

(1) 2000 iz " BE B 2EREE | (United Nations Global
Compact)™' » (BB —TEHNE M - g B

296 Ngcobo v. Thor Chemicals Holdings Ltd., [1995] T.L.R. 10 (Eng. C.A.).

297 Article 30 of the UDHR, “Nothing in this Declaration may be interpreted as
implying for any State, group or person any right to engage in any activity or to
perform any act aimed at the destruction of any of the rights and freedoms set forth
herein.”

298 Beth Stephens, The Amorality of Profit: Transnational Corporations and Human
Rights, 20 BERKELEY J. INT’L L. 45, 77-78 (2002).

299 d R EF ARE A EW L TR A G S R Tt S R
e 1k B ihiowr f kG # B d ek T & Fx(obligation) | - 3 0 A it
* i ¢ 2 T @ (responsibility / accountability) | — 3 1 4 o

300 Geoffery Chandler, The Evolution of the Business and Human Rights Debate, in
BUSINES AND HUMAN RIGHTS: DILEMMAS AND SOLUTIONS 26 (Rory Sullivan ed.,
2003).

301 Press Release, Secretary General Proposes Global Compact on Human Rights,
Labour, Environment, in address to World Economic Forum in Davos, U.N. Doc.
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TR BB S B L ST T IR B A ME ~ A5 EhimE 12
B (RS AP - DLE S s i T A R
N

2003 Bk A B e HE B AEE A FE/NEH(UN Sub-Commission on
the Promotion and Protection of Human Rights)iE—3-38:# " &
BN F R HAh TR 1S ARETTEIRY B R HERN ; (Norms on
the Responsibilities of Transnational Corporations and Other
Business Enterprises with Regard to Human Rights » fif T
Norms for TNCs) ** » #HHABS 3.2 \HERH TR 86
V2 BRI BT AR P R 8

302

303

304

SG/SM/6881 (Feb. 1, 1999), available at http:// www.un.org/News/Press/docs/1999/

19990201.sgsm6881.html (last visited Dec. 4, 2010).

TNCs are committed to aligning their operations and strategies with ten universally

accepted principles:

(A) Human Rights: (1) Businesses should support and respect the protection of
internationally proclaimed human rights; and (2) make sure that they are not
complicit in human rights abuses.

(B) Labour: (3) Businesses should uphold the freedom of association and the
effective recognition of the right to collective bargaining; (4) the elimination
of all forms of forced and compulsory labour; (5) the effective abolition of
child labour; and (6) the elimination of discrimination in respect of
employment and occupation.

(C) Environment: (7)Businesses should support a precautionary approach to
environmental challenges; (8) undertake initiatives to promote greater
environmental responsibility; and (9) encourage the development and
diffusion of environmentally friendly technologies.

(D) Anti-Corruption: (10) Businesses should work against corruption in all its
forms, including extortion and bribery.

United Nations Global Compact, The Ten Principles of the UN Global Compact,

available at http://www.unglobalcompact.org/AbouttheGC/The TENPrinciples/index.

html (last visited Dec. 4, 2010).

U.N. ECOSOC, Sub-Comm’n on the Promotion and Prot. of Human Rights, Fifty-

fifth Session, Economic, Social and Cultural Rights: Norms on the Responsibilities

of Transnational Corporations and Other Business Enterprises with Regard to

Human Rights (hereinafter “the Norms for TNCs”), UN Doc. E/CN.4/Sub.2/2003/

12/Rev.2 (Aug. 26, 2003).

Chandler, supra note 300, at 26.
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(right to equal opportunity and non-discriminatory treatment) *
N B %2R (rights of security of persons) ~ 25 T fEF](rights
of workers) ~ JH & & & [& (consumer protection) ~ Iz 1% (&
(environmental protection)ZE © [G]IF > {EENT T IR EL K B[]
TEZEAEEN K s 2 &[] (sphere of activity and influence)lA >
B E Bl SR A 7S D BT A BRI 322 BRRed
B e E RSB A H P RAES (e R 2R
Mgz (BN ~ e st & e 7Rl ~ 5 R Bl & 2 5
(& - Norms for TNCs (£ RUERITT T LA » {H—
iR Ry ME AP RIS Bl (SR BT B A\ER R NIER
HEMECES  MERHEE " RE - HE - BRI 0¥
B A\ FEREZR ,  (“Protect, Respect and Remedy” Framework for
Business and Human Rights * DL T &7 Business and Human
Rights Framework ) 7 ZEHf -

201 1 I & B A MEFR 258 (Human Rights Council )iE i A fEEL
5 B F] g LA TR A 2 [ BB R A SR (Special
Representative of the Secretary-General “on the issue of human
rights and transnational corporations and other business
enterprises”) John Ruggie FfE:2 " 128 A MEFEE R AN
( Guiding Principles of Business and Human Rights > DL f&7#
Guiding Principles) >* » Sifi B 77 . 15 [ 52 & i (70 A2

305
306
307
308

309

Paragraph 15 of the Norms for TNCs.

1d. at Paragraph 16.

Id. at Paragraph 18.

7 &£ B 4 % B ¢ (Human Rights Council)2 {4 ¥ 1 i£4 T;zlﬁ FIE-3: N TR
TARZAEEERP ol s 15 & FFERE L 5 4 (Special
Representative of the Secretary-General “on the issue of human rights and
transnational corporations and other business enterprises”)— B » 14 ¥ £ — i A7eh
e (Wis 2 ik b F & 4 4y ¥ R P1(Guiding Principles of Business and
Human Rights) ) °

Human Rights Council, Seventeenth Session, Guiding Principles on Business and
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7% (the state duty to protect human rights) ~ {RZEfEE JEEEH
A HE 2 & {F (the corporate responsibility to respect human
rights) ~ J& B 12 B 07 1R R0 A HE SR 1 2 RO i@ 1K (the
need for greater access to remedy for victims of business-related
abuse) = A" o FHE LR HI b BLR B 5 AR B U B R
EFERLAG I ~ FE - R ET RS R HE AN AT R
#H (%) FAMZEE BRI EATHE SRS
¥~ HEIF AV E E 18 2 b2 (business enterprises that
receive substantial support and services from State agencies) *
B 7 355 | 3240 (R R IE SR AR E < B DA RL AR
g M - M AR AR E AR (R
fE (BFRERERT RTRRE AEEEC AT E) &
(21 FERHE U (A HE B\ HE B (T 2 A B S FE B
N ANEAMW > HEREREECOFEEHEAMER
(International Bill of Human Rights) 5z B % 45 T #H #&
(International Labour Organization)if . T {/FH A R HI Eil
1#EF|'E 5 (Declaration on Fundamental Principles and Rights at
Work)®'* « SR {22 AT REE F A HE(S 5 2 P G B R
FEEREER" » T SRR T R PR 2 &
32 5 (human rights due diligence)®'®—— Al 24 FEREST

310
311
312
313
314
315
316

Human Rights: Implementing the United Nations “Protect, Respect and Remedy”
Framework (hereinafter “Guiding Principles”), UN Doc. A/HRC/17/31 (Mar. 21,
2011). A4 ERAGAREBRSP 2 6 1 F FERERT LY AL
John Ruggie #*¥F s B i ~ B & ~ Fii2 g £ 2 Al | T2
BHARE o

Id. at Paragraph 6.

Id. at Annex (I)(A)(1).

1d. at Annex (I)(B)(4), (5) & (6).

1d. at Annex (ID(A)(11), (15) & (16).

1d. at Annex (I1)(A)(12).

1d. at Annex (II)(A)(13).

1d. at Annex (IN)(B)(17)-(21).
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TSR AR TR B R AR s P 2 (s 1y
5o BEW R EER - AR - RN R
Rz AR o2 o 5% BROERICHE
CELFEITE: ~ 1780 - ElEsdEalEg i) R 35S,
TiZH A EE L FESREENRE " %I e
a2 A0 FRER B (grievance mechanism) M DU
B RS R DU ST H H S T -

&= EBE#EfH#% (Organization for Economic Co-operation
and Development » DU N ff# OECD) 712 1976558 5811 26 X
BIE " EEM~ZE®¥H] ) ( Guidelines for Multinational
Enterprises * L Ff&ifE Guidelines for MNEs) *2 » Fr—i {4
TR IS B 1 ZE FE It - B BT I BRI PR 255 S oK BB A7 L
ESIART U2 2oy YN LIl Nl AN o e
T HE T 1 L FE (38 BE AR & 3 (disclosure) > ~ A58 RIS
(employment and industrial relations) 1458 A fE .~ frfE (A0TH
BRI B2 B R 1) - B R 58 (environmental
protection)324 ~ FTERIGHE (combating bribery)325 “ HEEREL

317
318

319
320

321
322
323
324
325

1d. at Annex (ID(B)(17).

Id. at Annex (IIN)(A)25). i&— ¥ > tp B oA/ RAERE 5 22l ¢ B RE &
TR TUESLE VTR E TR LTI SRS A T T
it o Id. at Annex (IIN)(A)(31).

1d. at Annex (IIN)(B)(29).

AR hg>t TOECD M%HFE S RE %7 3 243, (OECD Declaration
and Decisions on International Investment and Multinational Enterprises) o The
OECD Declaration and Decisions on International Investment and Multinational
Enterprises: Basic Texts: Guidelines for Multinational Enterprises (hereinafter
“Guidelines for MNEs”), OECD DAFFE/IME (2000) 20 (Nov. 8, 2000).

1d. at chapter II paragraph 2.

1Id. at chapter III.

Id. at chapter IV.

Id. at chapter V.

1Id. at chapter VI.
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(protecting consumer interests) (205 ; {FE0TIE i~ B
IR B - BERRTL T B IR BB LB R A | (the
Committee on International Investment and Multinational
Enterprises) >~ K& %% B2 " Bl % Wi 4% 25 | (National Contact
Points)*>® » [ 46 HEBEA 0 B P 4% S I A HATE L
FEE TN - AT AERFIRTE il (specific instances) NHEEAHRH %
BRI R G I B Uik JT ik (ATFIfR e )
DAt BhdeZE s - S5 Ehif s K HAA BAE 5 A B BUAHE I
Bl T -

EREEET » W% T #H# ( International Labour
Organization > DU f&iff ILO ) jA19774Fd5#.2 " B5 B2 Ed
it & R IF A2 = E S, ( Tripartite Declaration of
Principles Concerning Multinational Enterprises and Social
Policy » LU f#f# Tripartite Declaration) >>*J% 19984E 2
" TEEARFRIEAMER]E S | (the Declaration on Fundamental
Principles and Rights at Work) » {5 ZK S B/ &) E 2 E &5 5]
B ARE » MR E S INISHE E (LR ER R R

AN iy Bl 58 (equality of opportunity and treatment)331 .

7k %77 % (security of employment) 2 FEFI(RIE? « oA

326
327

328
329

330

331
332

1d. at chapter VIL

Section II of the OECD Declaration and Decisions on International Investment and
Multinational Enterprises: Decisions of the OECD Council, OECD DAFFE/IME
(2000) 20 (Nov. 8, 2000).

1d. at section .

The OECD Declaration and Decisions on International Investment and Multinational
Enterprises: Basic Texts: Decisions of the OECD Council: Procedural Guidance,
OECD DAFFE/IME (2000) 20 (Nov. 8, 2000).

Tripartite Declaration of Principles Concerning Multinational Enterprises and Social
Policy (hereinafter Tripartite Declaration), 17 I.L.M. 422 (1978) (amended 2000,
20006).

1Id. at paragraphs 21-23.

1Id. at paragraphs 24-28.
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=R TE T & (living wage) > ~ 1% {6 4% B 4F 5 (minimum
age) L WE Y~ 55 % 2B 4 1 P (safety and health)™ -
&t B HH(freedom of association and the right to organize),” {£

<2330 Ane
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B RBTST BRSSO S A B B 122 IS N W B (1 86 25 B 1
P~ JEAISR S R AR - ECEN T EE B S RS B N
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i) HIJEBUF M (non-governmental organizations » DL T fif 1l
NGOs) 28T HpsE % Hi  ES TR IEE LA T
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HIPS 0 R AT S R L 1 S BT MR 2 R - Rt
(REEIREr 5 g ) [BEIBs A ME BB B S B R LR

- BRAELEARE A BN e

{EMIERZ o AT A HEEE > MBS SR B3 2 ANER

333 [Id. at paragraphs 33-35.

334 [d. at paragraph 36.

335 Id. at paragraphs 37-40.

336 Id. at paragraphs 42-48.

337 STEINHARDT, HOFFMAN & CAMPONOVO, supra note 280, at 714.

338 s 7 > Norms for TNCs % 1851 3RESH & ¥ ¥d 0 kit iGu Rl a
W2 PEBLBA - FHEAAFREZ T G ooefeif 4 28% (“in
connection with determining damages, in regard to criminal sanctions, and in all
other respects, these Norms shall be applied by national courts and/or international
tribunals, pursuant to national and international law”) > ® # 7% 257 2 48 (&
HrF - ¥ -F1HM 16 NGOs~ 2 F @) BIDABREE LT
%{ = Norms for TNCs #p B 2L % 2_ 3 3 - Guidelines for MNEs 2 3k:% * 2. ] F_
75 % 8L (National Contact Points)‘,ﬁ% GRS e SRR £ P W
FiRTEAERZ 3 A IR ARETRERDGRA Y BLgR
BR2ZEF T EFREAABREFET R ARET 22 M AR - -
W BEACIRLZRT > T EREEREE S RV bR L B (Bl
BRANPR) VEASTAAMEIE FEA T AARIAMPHEEES - KA

FoRVHGEPAENT MRFED G ER
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EPEEB TS LIEEET2 35 © (B B araRsE g
JHERE (T2 200 A SRS TR 70k e M B 0 4 A S (AT
§%—— 41 Guidelines for MNEs {#Z0R IS B (324 H 6 H & THEUH S
F5 B AR (R LI f B R 222 DU, — W MR S A S (B s o 75
BHIRE o AR R PR i 3 B 7 S O\ B S A R VR T P
SRR A BT - M2 RS R A ERES
SR —— H S L B BRI ME S B R TR B B (3 e
TEhy s WA ThAEE AR o B A ME (RN - PSR 2 2 75T
BRI R AR IR 2 s MR B2 S A
%o atat o HAE RIS BB (ST R R R BG4
B 2 T LU B S B AR B T B R R
0 B A SR B (S T e R ST FMER | (R TR
ARSI FE FE B 7 B —— 2 Guidelines for MNEs 7E 2 EZE 0 A REEL /It
(R B L (S EORISE (e R A R E BB R
WG WS ST  (E 2T HEE
QIR SR 5 1 5 T S B (et SR L B S EL 3 P
I I 2 B (306 S H2 i EL B I 7E 2 FTREME © J0HE Guidelines for
MNEs HE—#$51 E B BB 3 A HES T2 B B T4 & BB 7 o2 By
TEBE B TEUE G2 AELL™ § RIEL » 76 TRIPS 1 E 8 FTAs 255
HIRHT (GERB2EIZEH) - BRI 38 KRR 5 2
W 23T MR (I P T R - TR M G SR S R 56 -

(HFRANASCR RN AT AT - RS B BEE (SRR B S 2 S

339 Paragraph (IV)(4)(b) of the Guidelines for MNEs.

340 Id. at (V)(1).

341 Dresler & Marks, supra note 283, at 634.

M2 MR TAREEFTEH AR T Lk AR A F RS L 2
(3x6) > F 657-681 °

343 Paragraph (V)(2) of the Guidelines for MNEs.

344 Id.
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SR B ST IR Y BPE U A
REE RS R A RIS T (0 LIRS - A
I - PHEREEEE 2 2 o SRR B s S ARSI R (R
Vs L e e T A ¢ PSR B £ R A RS OB SR i
KRR =S » BISTERE THSE S 2 BT - VEHE
DU 2 (s s sy sl gs e rh g 5. R (RO 2 TlE) 2 3
—iF PRI R R AG RS RN ER RS
g sy (BB EIENE) BV R R O B S B R R R
= SRR R (R 2 4SO - BRI S i
B NEZEHS(primary obligation) D fHlE AT B /K e 2 e
LY FRER]  (E 337 o R 5 I 8 (S P S [ 5
.7 F 5 (shared responsibility)’* 5 thFIH, - HIEEATIE RIS Bk
2 BRIV AR A A S TA YT FIRERI (R 752 2232
(BB — A fh7Es 220 -

(=) 4] BIEREAfELIMA

S B BB 1 58 7 BEW)5IT R A (R Do 55 (. iy DA T i e B B 2
ZIREE > ATRERLAE IR R A Z B EFEREA (moral right)£4% >
W 222 BRI 2 N E » MEBI S Ao FIETZER] -
SR E AR R B AR ORI BT A I WRIB SR AL S BRI 0% I
155 B T ZE 2215 DURR L 3R 20 PR FLZEY T I RER] (R IR AR
fF -

i b o fEEEANE (CEFEREEYRIMERN]) # Rk 1 S ETERE
F](moral rights) » Kl B 22 B BB 5E A ME — J& <2 25 B (positive
rights) — Z BB E » EHKERKINE RE IR #E R EZAER]Z
F 5 (progressive realizations) ; A5 2 » HEAE T HBHBEF ER 2

345 Crow, supra note 10, at iil5.
346 Id.




212 2011 B35 A 2183, 50, 4 2 7|

GHEJR | (beyond available resources)®i[EY| » BF S LIEIEE
BREGHS R R B » T ECBR R IR e AR s>
FESEHTT S » BOGEE L FAMER ] — 8 P52 (negative rights)— HIl B EL
BRI 2 HER (legal rights) » MBI S 261 MBI S — b IELIT
BIV e ST MER] 2 (- (immediate realizations)” ™ o PRI, » FHZ %8
GRS WS TR B RS AR TS T RS
(must) 82 TR FET | (ought to) * BTE (BECAENRIEFZ &
) FEMRE R AR T IR AT e %75 - BI% IR ICCPR 25
HYVEHREZHES (TR REHE R ER LS IR
H) Y GHIFEST RIS 2R 5 Wit (BRI - iite - X
{LHER S BHE ) HIB 123675 » % ICESCR 252(1) 5L EH
RS R RS T — U 5 R B AR R 7 5>

347 ICESCR, supra note 93, at article 2(1). See also paragraph 1 of the CESCR General
Comment No. 3, “...the [ICESCR] provides for progressive realization and
acknowledges the constraints due to the limits of available resources ....” Paragraph
9 of the CESCR General Comment No. 3, “...The concept of progressive realization
constitutes a recognition of the fact that full realization of all economic, social and
cultural rights will generally not be able to be achieved in a short period of time....”
Paragraph 9 of the CESCR General Comment No. 14, “The notion of ‘the highest
attainable standard of health’ in article 12.1 takes into account both the individual’s
biological and socio-economic preconditions and a State’s available resources. ...”
Soobramoney v. Minister of Health, KwaZulu-Natal 1997 (12) BCLR 1696 (CC) at
para. 20 (S. Aft.). Government of the Republic of South Africa v. Grootboom 2000
(11) BCLR 1169 (CC) at paras. 14-15, 70 and 77 (S. Aft.).

348 The immediate realization of human rights means that state parties have the
obligation to immediately respect, protect, and fulfill such rights regardless of
whether or not enough resources are available. United Nations Development
Programme, supra note 24, at 93.

349 Article 4(1) of the ICCPR, “In time of public emergency which threatens the life of
the nation and the existence of which is officially proclaimed, the States Parties to
the present Covenant may take measures derogating from their obligations under the
present Covenant to the extent strictly required by the exigencies of the situation,
provided that such measures are not inconsistent with their other obligations under
international law and do not involve discrimination solely on the ground of race,
colour, sex, language, religion or social origin.”
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B0 (HER SR (RS2 T T R T R & R Bl AL
1 > BEAEREE & R e SRS I R A MBI (R A e
ELBB R E 2 7% o BESR CESCR General Comment No. 317
w%ﬁ%ﬁ%l%2£éfﬁm {EARTTAEE  FEREFIN A EH
B 3152 ST L W 5 I (significant) 2 RS - %Y
ST FEREF PR EC I HE I 2 2B ERER R 1 - BRSNS TR R e
FyVE AR HiE - RENEE R ERRET (S REE
) 0 A R ST R RS H R S B T R IAE R T

355
RE™

{EEEYT FARER ] SE TR RER G Bt = SR I Fg . B
JECTERE - A B PR A RE SRR SEY) 3T P R B At R A BIGA vs F1] 2a
FRETZE 2 BREEZE M (hard cases)H » SEEZEEE E 2 FHFII6E » IR
EHARE TR RE O A 2 ik 2 H. 2 DLEE B (monitorable) .7 B

350 ICESCR, supra note 93, at article 2(1).

351 & p v (3327)0 F 147

352 % pE s F 248 (327)0 F149-150 -

353 Paragraph 9 of the CESCR General Comment 3, “... The concept of progressive
realization constitutes a recognition of the fact that full realization of all economic,
social and cultural rights will generally not be able to be achieved in a short period of
time. In this sense the obligation differs significantly from that contained in article 2
of the International Covenant on Civil and Political Rights which embodies an
immediate obligation to respect and ensure all of the relevant rights. Nevertheless,
the fact that realization over time, or in other words progressively, is foreseen under
the Covenant should not be misinterpreted as depriving the obligation of all
meaningful content. ...”

354 Id.

355 4rm 2L § 7 12 & Soobramoney v. Minister of Health e &V o ARERF B
R T o
ZL’"%FJS\ BB A g2 1§ 1 32d (justifications) ; F]# > § &= %ﬁrmu R

ol W IEAR F? RIS G ERT R Bp A & 0 ETRBIEZRIET %
j’:}ﬁs Ao FIER PRI AT B2 MM TR R A P 2B REFT K
TR A L R RE AR TR R T FRRIES T o 4 MR BT
2ZFRF R om 2B ERT * 2 F ok TR FIP o Soobramoney v. Minister of
Health, KwaZulu-Natal, 1997 (12) BCLR 1696 (CC), at paras. 11 and 19.
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il > B B R LAE R PR BRI AR Ry B R B DA e e A
2 PR EE 7S B IEE M (ustifiability)™® « 52 > BIRS A AE 5
PR P T B 22 S A B R R 2 F 2 By = B 7K YE (highest attainable
standard of health)[EEIEEZ 2 \ERY » HIEZEZ 2 NEME
N o BIZR#E L AN A {8 FR IR GE 5 2 (healthcare needs) B 3£ ) 75 3K
(pharmaceutical needs) 2 75 & & & — B EHE & [LE [ [F .2 &
5 o B B T R M R AR BB A i e S I E G Bk

CIESTRYNGY i i

ST R U RIS o SR R R A
WEERRE MR R R EA S I B o o - PR
PRI R - SRR AR B2 35 W (R R
GEZ IR E LU R R LSS B kY (HR s
A BTSRRI Syl B e R IR B EBE R
NSRS TR NS S 8 BEE BRI G B S A
AR AV B NI 11 o= e 1175 YA PN S P e o
B2 (fair opportunities){# FHEIHEIR S B (IGEEY) ) FERnt g
B R s B B (S B R RS I IE F5(distributive justice)
ZEE - AR EEE S DU (A B SRR AR F i e
(fair opportunities) * A NEEE ; PEEIRIBERZE 2 FATREMER » 18
kB B AR ST o B
HEBEIE -

356 % 2E o R AREREFIB A3 0 ¢ AT R 0 13484 0 F 12 (2011
E)o

357 % > (3356)0 F12-

358 Leisinger, supra note 18, at 4.

359 Id. at6.

360 Jeffery D. Sachs ¥ » 48+ # 3% (3384 ) F 326-327 ° JEFFERY D. SACHS, COMMON
WEALTH: ECONOMICS FOR A CROWDED PLANET 220 (2008).

361 Leisinger, supra note 18, at 4.
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HR » RGBT IR B 25 BRI E it ag
VE A TR I B s £ S e L S R e R R
HAMEET  EATEKINER HEEEZHEP « B2 misiam
BRSO R] #8302 ICESCR {R[&E .2 5 ARES) A2 EAANE 2
i 0 B 2 AR B RER R 2 B R M EOR ES B ( 2 H EE
(take due account of)/\IH:A#FR. 235K (Guidelines for MNEs &5 V
EY ) o (A SE R B 1 2 4 45 24 i (respect) —— 1111 3 F {2 (protect) 5
FE(fulfill) — @5 A f#E .2 E{T (Norms for TNCs 55 12E% ~ Guiding
Principles &5 11 £7) » BRIt » PSIEIHYEE (b 22 (5 v] F R H AMER (T RE(R
BRAS RS fEE AME (FEFER G BT T T ) 5
W MARS TEE (FERERIUEE DU M 52 %
HH) W TR (PR AR ZE S A N EE TR @
RS % - ]ME 2 » BRERELETRER %S NS
E{EIRANEREF RS DM (AR ~ IR S T2 it
B R R AR - R B E RS ) A ThAE
ZRHE (ARG 2 E RS [ B B T sl i R (5 =) - i
TR BT ThEe B BTl A2 Zaie” % | PURR
LSS s R L 1 3 I (R R YT R AR AT

362 Id.

363 Paragraph 2 of the Norms for TNCs.

364 Paragraph 9 of the Norms for TNCs.

365 Paragraph (VII)(5) of the Guidelines for MNEs.

366 Paragraph (V)(5) of the Guidelines for MNEs.

367 Jan Wouters & Leen Chanet, Corporate Human Rights Responsibility: A European
Perspective, 6 NW. U. J. INT’L HUM. RTS. 262, 268 (2008). Leisinger, supra note 18,
ato.

368 JHTRGIHITA  HBREE LG FOM ke £ £ ¥ > 4o Norms for TNCs %38
FEBABRLER» LI AL Gafgindes P2 H pue § 45 kF2LH
YRR Y YR A FRI G LA FER AT AP R
(“Transnational corporations and other business enterprises shall provide workers
with remuneration that ensures an adequate standard of living for them and their
families. Such remuneration shall take due account of their needs for adequate living
conditions with a view towards progressive improvement.”) ©
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ek > BEARE R AMECRIR 1 B (primary) 35755 B 2 B 52 1 A 3
WIS FRERI]S (R (R A TR R PR Wi e 2 2 3875+ BRAL
B (PSS % ) B R B B S s o BT
TEH - S22  FBERFENES EER RS IR R
TLHIE MR TR ERAWGER RS TR
T 0 WOk s U S e B A R EE RS A
BEEE BRI R RIS R T A 1R
BEIR A EAETREAE [ Y — hRERFLEA > R
RRERT T B R R - RS R R S R o SEF T
i BIEL RIS N2 PR - MERAAESEE A (3
%) A ERELETREETRZEH LR BHEE SRS
OIS B LR 1T ) TR BT B a6 L AR B
EH o

I T RS AR B (R LA i o A T W 5
(BB MESE TS s o I R B 2 (5 D B L R B3 P A
Fil. IR (/AR BT BEEP FUE 5 MifE Klaus M. Leisinger Fff
IRA RN RS AMEE T4 (hierarchy of corporate human
rights responsibilities » 5L — ) 7%  HIPSE BLgE (b3 (R L)
ST FRER 2 AMER AR A RIS T s (ought to)3675 | BifliE
EEMZ T 15 F(nice to have)F RS | [ > MIEBEEHREH 2
T EE(mus)FETS O o DUR AR R I B 1 F RO —

369 RATNER, supra note 279, at 493.

370 Leisinger, supra note 18, at 9.

371 According to Leisinger, the distinction between “must”, “ought to”, and “can” norms
helps to distinguish what is essentially good management practice and what
constitutes corporate responsibility excellence, partly having a “nice to have”
character. Only responsibilities in the context of civil and political rights are an
integral part of the “must” dimension and hence an essential ingredient of good
management practices. However, as far as economic, social, and cultural rights are
concerned, the normal business operations of a company then are considered enough
to form the main corporate contribution to the preservation of these rights. KLAUS M.
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2 AT EER Y - (HERERILRIE R - DU N2 o EEE TR
R A S L (BREMSEZEFF 2P (FEREM
— () BRZAETER ) - s B SR SRR A R R AR B
RN E S PESEYIT A ORI 5 (e Z Bl > St 2 8 Sl i

(G REBREETZ R ) o

= OEIMBEBAAHTERE
(The Hierarchy of Corporate Responsibilities)

A
corporate responsibility
Nice to have orporat excellence
(85375 » can) Philanthropy

Corporate

Enlightened self-interest Citizenshi
- p
(W& E52675 > ought to) Beyond Legal Duties
(wise strategic decisions)

obey aii iaws;
adhere to regulations;

Essentials offer healthy working places; good management
(NEZETS > mst) minimize emissions; be profitable; practices
be successful in R & D;
make profitable strategic decisions v

(1) NS ATSEYT FHRE R (% S e A B m ] N o o e P o
Rz R At & i 2 ) MEREEOR IS B R BE (SR E AR A]
(THEBHRGENE) AT - HEYLT RN &2 T
R ) TP E R L PR BRI A PR B 5 o [ B
TN E‘%?Z  (EETEA) B Z AR H S R IR
A& BURIN BUG B R IN ZZ T AN )2 LUK <2 B BR AR P (R T
Z BE); ﬁﬁﬁfféﬂxﬁﬁﬁ%ﬂjz@ ZIEN - H(B)EHEEE

LEISINGER, ON CORPORATE RESPONSIBILITY FOR HUMAN RIGHTS 10, available at
http://www.novartisfoundation.org/platform/apps/Publication/getfmfile.asp?id=612
&el=812&se=471187408&doc=46&dse=5 (last visited May 23, 2010).
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i R B T P MR T RE FE o S VR S R S e S T I
R PG - 047 TE M I B s e S e A M
fF > FEHFR A EITHIEE HIETIE - FRAE ey i
SEERIEE » e I R RS i T - S LA R
Af¢ TRIPS 1 6 Bl HE AR RI BT« IRGIES
] S i e S R A B HITMEFS 1 - B LA
FESNT? o WEAETE(A) BRI ZE B ELE (national emergency)
ol H M i B EX 2 [§ 55 (other circumstances of extreme
urgency)”” (HIBIZEE 1B B LUK FESE W3R F R 2 o2
RE ) o (B)FE R R AR (B A S T s B
g3t QB B ISR AR S  BRETATHIE) - A1
TR HERHIIME « (AR R 2 R (ZF]
HE SRS AT MR S A T SR I L 1 o 3
REEER - SEIZEE) » RIS W/ s B g 5 2 (e
WYL FRERS TRERFE , b — TR AR
H s s SRR ~ BT - A RIS BT
T BT SR A R R B
RS ST TSRS ) W PO I ST IR (R -
WATRE(E 2212 2 AMEREZ0R » Ps e 2 RS -

Nt HEEFELE RZBIE > ZEERARZIER
H o RS ERAEREZER T EERS ) BE
TRRER ) LHIE — BB RS R A AR L
Tl R L S AT R M B 2 20 L SRS B RS 19 . BE W) 3T PR RE A £
b2 > HESRZ S ECEREBEREEEE it =T

372 & FE AR A A0 & B ¥ E 2 (reasonable commercial term) B~ 17 p BR324

(Article 31(b) of the TRIPS Agreement) ~ i B % if i% /- 2 (Article 31(a)) ~ "2 53
FIHRAR B crdp 5 2§ F(Article 31(c)) ~ # # & F & 2 (Article 31(d)) ¥ -

373 Article 31(b) of the TRIPS Agreement.
374 Article 31(h) of the TRIPS Agreement.
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I A LR - S BRIy %
Viin ARER R AREE AT » R H EE A8 R S Ta
K R —Efa WS R EIRFEA < Z i ERTHE T HaRE b
ZERIFCHEAEEDT R, (ER 2R EFE =
EETHEANTEREHHEN) B SN E&ERR
LB HRN B EIREE S AR W (R SR R R IR
M2 B T2 FF (moral  expectations) —— 7/ B[] 5 [ S 2 1> 2%
"5 HIERE BT A BEEY) T RE LR R A B HR
(ELHE RIF A ZE1T By(good practice) & E ~ Bt & (EF& B
S WES) SR MR ERTER FR
R 5 S B R FE R S ER T B EE YT B i i
R B EEAS BT E  HEEET R
(purely voluntary philanthropy) » it & NEINAKE " 5afkl | 5
B BIBE S AR R IR EEY T R AMEER (T - (€ HATEIE
NRESC iz HE B IR A] B #S > A1 Guidelines for
Pharmaceutical Companies £533-38 ERHfE ARG} 5 B Bl 2
EHEEYT MER I < BITRE TS & - ENMERREEAER
B — W& 3% & (should consider) ~ [& 7 ¥ 5l =&
(should give particular attention) <A ELaa 1 /7.2 FEE" -

375 Leisinger, supra note 18, at 13-14.
376 Id.at9-10.
377 See, e.g., paragraph 33 of the Guidelines for Pharmaceutical Companies, “When

formulating and implementing its access to medicines policy, the company should
consider all the arrangements at its disposal with a view to ensuring that its
medicines are affordable to as many people as possible. In keeping with Guideline 5,
the company should give particular attention to ensuring its medicines are accessible
to disadvantaged individuals, communities and populations, including those living in
poverty and the very poorest in all markets. The arrangements should include, for
example, differential pricing between countries, differential pricing within countries,
commercial voluntary licences, not-for-profit voluntary licences, donation
programmes, and Public Private Partnerships.” ( & 4% % f%;ﬁ #rdeir) o
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SRARIS B BIBE 1 3¢ & ZEY)5T RER IR I AHERAE: -
FE5RH] 2 R EEF i (legal obligations) » fz 2 (£ REHH Ry (3¢
PESETT Ry I B H B P 0 HH B FR %2 (self-interest) it
KAbZ BAFEHLE (wise strategic decisions) ; HI[ZEY50 FHRER]
RIEER " HBHEL > CEBRERREMERESETHE
RAEZE (T (corporate responsibility excellence)” JE {E#ilkE
T 6 i 5 P A B LA )oK 5 B B R AR SR N S B TR E
HR OB EDRIGL =B (8 e - B R B 52 R ZEY)
T FHRERFR AL ORI - s HAERE PR (R (AR < SEYEiET ¥
BREPBIR A TIRE TR - QIR EEY)T R
G - BEHE BT HmE OGRS o WHENMERTLL
FFEEEERET o RO S - IS BB SR B AIDS 32
YIHER AT R » WIREEA IRIEZEY T FRER 2 2675 - T/2AE
M EFRBE T » — 7 Ryt 5% e R B o PRom i P
it 5 8 FLEEY) B S EERE P RE SIS R S 3 55— 1A
IRFE I BRI R B KAt 8O — 2 S B EEY) B =&
FEMERI®E - DUESBIPREEY) B R # — 2L 5 5
FfLZ BHYT - (SR S (e A AR - B AE
TR REEY S EE AR IR A BT Erlr i s YT
FFEZ - HAARSZAE AR B2 IR (B2 E R A
wpgzaEgE) > -

378 Spectar, supra note 159, at 265.
379 Fr- BEREFRZ N PEFLAPE S rBREFHEHFFRR2LE

AR FAANFHAEE (BR) FE AL AP A RFEFSY 1 (labor
abuse)# WF i R A S B 2L T E 5 TG AR ¢ M4 (social dumping)
PG A Gk Tl S F 1 g 2 A R F eni g T pE o
BAZF A M s 70 E ¥ (Harvana Charter)3d 2| pF 442 R#7K 8 eh
- fA 4 EEA] o ¥ 4o(General Agreement on Tariffs and Trade 1947, GATT 1947)
F20()iF? MR IHFHWHEL B HERA UG AFLET 0 XA
GATT #4285 o Flo* > G L D2 FlF g L RHEPREL &0 2 {1F
Pad it IERHBREFZIFENEVSL B KBREFTRL
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(3)

P B N R G AR AR T LR
T o (EBATHEY 3 7 A FE 20T FERER) (RISl e
FH SR I B B B S B B R S M) - TR
7 52 B S A A LS 15 1) VR B (non-negotiable)
HEF (ARBALME - SEEASTEMES ) » DUR IS BB 8E 32 F
A RFER S HH0E (TEENSTE RS ES Y
SPR &S ERE AR BED) 2 B ELERRY
WGt L S T R B » R R A
TR I (RN T M (5 U B B AT T R L
{E2Ey) » TIRE TR (b R O B M s B A R T Tk T
FETE.2 B 7EH 3T b G B I T B (B
GTE (AR ) HRREE 2 SRt AT - 51 E s
VENGAE H T B R S (% ~ 2810 R DA B Bk T ek
SUENE S NS T TR E TR RS HIERES
YL, - WefiE e -

HE—F o KIS B SLEE A2 BT & D RE(E RN FE
Tl 3 PER S s s P AR AE o (BE9) BREREARSS
AERSA ; BRI - PSRRI T (must) | PRIGEEY)IT
FIRER i & - IRMERRFRZEY T ) IR IR T RE B s R B 158
ARG REMHE R LA - 5 HISBIREE AT
RS TEGEEEIN » 58 (A) FEEE (FR) HiHhHER
2ETER Y IR ZERI{% A (primary stakeholders)®®! > AR {HEYE
FIEEFEEEE |5 & (scientifically and medically appropriate)

W EHFY 12 T4 4 o STEINHARDT, HOFFMAN & CAMPONOVO, supra note
280, at 720. & EHF > AL g M2 Y
VAL X BREERFY AT 0 B 26-33 (2005 ) -

EAIHCT TS LG ERES

380 Leisinger, supra note 18, at 13-14.
381 Werhane & Gorman, supra note 265, at 273.
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EinE &= (good quality) ~ Xﬁﬁﬁ(unexpired)i.%%m ; (B)
AT SR ~ B TR TRAREST  1E
B TR DU E R B A VK R 5 (C) ok
AR S DA Rt e e s (R B A LA R (e A
AR AR BT 2 BRES ) 5 B P B S /PR T HL B
Ak € T AR R o O R AR L B 08 U B (quality
assurance) {7 [ i - B it & Y B HT F 2 2 220 2 Ml ('
BELEYE) BB ARG AT - ds B DATE
{REZih e B B RS 2 RE ) RN > 0 T
S B T S YRR (P 2 (. FTRE N © R - 76T
SFEYIT 2 5525 PRI » DRISES FRER (R0 M2 (T
VEAHHE TSRS ) RN - PSR B e
AR EE (HIBEEEG 2 aEe) DL - ik
Lk B E R GE R EHE R R A (FlasmAib)
R o

CORHE L EpERELFRPTLEE A
(BRI DR B2 ik R B S SE Y R B A T 15 R
W i HilE > WETDRS RS AR B E R AR TS
it A2 T A A B A 2 B B R G A B A7 4 T
B% o TS E R R 26 T i R e 2 MRS R S5 > AR (B AME (EFE
YT FREFR]) R FUE FER R I A P ERE (TTHME 2 &

382 Paragraph 12(d) of the CESCR General Comment No. 14, “Quality. As well as being
culturally acceptable, health facilities, goods and services must also be scientifically
and medically appropriate and of good quality. This requires, inter alia, skilled
medical personnel, scientifically approved and unexpired drugs and hospital
equipment, safe and potable water, and adequate sanitation.”

383 LEISINGER, supra note 371, at 10.

384 D. Gordon Smith, The Shareholder Primacy Norm, 23 J. CORP. L. 277, 277 (1998).
Ian. B. Lee, Efficiency and Ethics in the Debate about Shareholder Primacy, 31 DEL.
J. Corp. L. 533, 537-39 (2006).
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W) EZa (EMZ 2R ZHE - B RERIL
FERE AT 43 E 2 & (undifferentiated and universal conception)386 ’
PR ARE (ECZEVIT R ) AN B W S (L p Ry 2 — M (4 E
Bl 7 Al BIEE IR AT MG B A o R e L B E
WHO fERERy " iR (EREEZfEHE ) (minimal health)(F Ry {#HEAMEZ
OWE - BB Em E RICERE 4 E . TIHRREI A2
B A AT FETRAHER P L U L
FetrlE - 5 > NEIEREIGERE (BeREZEY)) B R R
Aan Al BB - B AR AR B EH - K
HIhBE(functions) K FE AME (BEEYRIHIRER]) K2 GZERE
PRERA IR > & HBEIREFESEEE R ZniB R AR
T ANE T 2 52 564°% o 4 CESCR General Comment No. 145530-
AAE (T B 52 PR A\ E SR 155 1 73 Ry TR #6 55 (general and specific
legal obligations) * #%/[,F 75 (core obligations * A[IFEHL{R B TH 51
A SH R A B Y 1T B 4E(WHO  Action Programme on Essential
Drugs) % A E2EEY) SR ) KBS tF5 (obligations of comparable
priority - A1$2 £ LB R G BEE %) O B &

385 United Nations Development Programme, supra note 24, at 93.

386 CHUAN-FENG WU, THE RIGHT TO HEALTH CARE AND HEALTH CARE DISTRIBUTIVE
JUSTICE 14 (2007) (unpublished J.S.D. dissertation, University of California
Berkeley School of Law) (on file with the University of California Berkeley School
of Law Library).

387 WHO, GLOBAL STRATEGY FOR HEALTH FOR ALL BY THE YEAR 2000 15-18 (1981).

388 % »uE ~F g (3327)0 R 148

389 CESCR General Comment No. 14 % 43 Bk 255|582 & A7) 8 I ik B B 4
## 7 Bo% < 2 84 (minimum essential levels) » & i & B %G %= & #4(core
obligations) ¥ 3% fIp i 5 = T2 Wl > # 45 1 (1) TR K (FuLAiré
BN FCER) A XA A #H L IT Y (access)FA K F B SRR
A (2) FRAFREY AL B AL YR B 2852 B ¥ EFEAR
AT S (3) A RITH A AL 237 LA BB FL EERES
DA R B (4) R ERE R FL 2R F FPF %A (WHO
Action Programme on Essential Drugs)#73)2_ % 3 &3 ; (5) rrifkfFrd £ 2%
b fomRizz. 2T o fe ; (6) ik osh FEfeRASP 2 AH Y > Ry
ERER RN ER FRARERLAE N P F AT H G
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Soobramoney v. Minister of Health & Government of the Republic of
South Africa vs. Grootboom fIZEH » FHIEEEEIREFIE » KEE
it EREFEE (AR Z BT ERZER] ~ KIS E
RARES) BAEMSEEN  WEBRDIE A IRIE R i R AE
G B NREREE - 1 RBIR BB FR A B3R — V&R L]

v 22 =2 R 390
wRmE -

HR - B A F5E > B 2Etietfr e sl o s R A
P75 s BRI o3B3 (peremptory norms of general
international law)BiE$HE (jus cogens)Z*E%ﬁ”l s TMEEY)ST FARER 2%
TCNHREEE /G T ERRL S R 2 AT e BER
DItk BA RS ME & — iR BIFEEFR #4515 5 &) (“norm. accepted and
recognized by the international community of states as a norm from

25K~ 3 H 2 F 8 %48 o General Comment No. 14 % 44 B R4 &7 55 &
PR & BEJ B4 (comparable priority)2 # = 1 (1) L& BEpL ALK
#& (to provide immunization against the major infectious diseases occurring in the
community » f P & AfERAE ) 5 (2) RiEREZ 4~ AW (AvE A ) #2
z_fEd % (to ensure reproductive, maternal (pre-natal as well as post-natal) and
child health care » % 4% 2§ 2 i & REIRIRIE) § (3) Rjdie s = 2
[ RSV REY BiRE A 0 @ 45 & 4 (essential drugs)ii-RAE 5 (4)
af%%‘fé‘;%-ﬁé P(5) REFRFLARET 2R (2 HREEE AR
ZRT)FHREEATFILEERE] ML BB RTEAM TR (I &
BB )

390 Soobramoney v. Minister of Health, KwaZulu-Natal 1997 (12) BCLR 1696 (CC) at
para. 20 (S. Aft.). Government of the Republic of South Africa v. Grootboom 2000
(11) BCLR 1169 (CC) at paras. 14-15, 70 and 77 (S. Aft.).

391 - 4@ 3 0 B2 (us cogens) e REE ARG E G BAL R 0 A A ARIE
HE B W RV 2 mARREESE B L RRZ 5 o Article 53 of
the Vienna Convention on the Law of Treaties, “A treaty is void if, at the time of its
conclusion, it conflicts with a peremptory norm of general international law [jus
cogens]. For the purposes of the present Convention, a peremptory norm of general
international law is a norm accepted and recognized by the international community
of States as a whole as a norm from which no derogation is permitted and which
can be modified only by a subsequent norm of general international law having the
same character.” LOUIS HENKIN, INTERNATIONAL LAW: POLITICS AND VALUES 38-39
(1995).




BRANESERFEDG AP AW FTIE 225

which no derogation is permitted and which can be modified only by a
subsequent norm of general international law having the same
character”) | % Z SEEHEFIEIG " » B BURE (R R I 05312 )
TR R T ETREEMNZ "5 itE =T THER "0
T (RED TR ) 2RI [ e -
QMR =R 125 Z (International Criminal Tribunals)fF iz H mg Hrfi7 K Kz
EZGENERBIEIC IR » (EAGE jus cogens Fi{H < Bl H
SIETERNBEFMEE S B EE A 5 56 TN A ERET R
HEHGEE(Alien Tort Claims Act) , HRSUEETEE N EIZR Z
Ffg - RS jus cogens BP0 . B FE RIS AT FIREZ
SR —— AR R ™ -

(LS e 9737 FE RE 5 46 P o0 FE R R B8 jus cogens 2 AR
[ > RS DRI s e R P i B RS S B R TR A
TEGBMET - FUHTEZTAGIIN CeRR R 5 B5RIR
R ZME (AR EERIGIIN) - SEIE A RE PR AR R I B
BB A T RERR B2 BN EE (ANEIRSE S ) » (A&
e mEEN (1) ERET e B A 5 (2) F

392 Article 53 of the Vienna Convention on the Law of Treaties (“VCLT”).

393 A2 AE%E > R 64 (2006 £ ) Eva M. Kornicker Uhlmann, State
Community Interests, Jus Cogens, and the Protection of the Global Environment:
Developing Criteria for Preemptory Norms, 11 GEO. INT’LENVTL. L. REV. 101, 112
(1998).

394 Presbyterian Church of Sudan v. Talisman Energy, Inc., 244 F. Supp. 2d 289, 319
(S.D.N.Y. 2003).

395 Sukanya Pillay, Absence of Justice: Lessons from the Bhopal Union Carbide
Disaster for Latin America, 14 MICH. ST. J. INT’L L. 479, 496-98 (2006).

396 Lauren A. Mowery, Earth Rights, Human Rights: Can International Environmental
Human Rights Affect Corporate Accountability?, 13 FORDHAM ENVTL. L.J. 343,
367-68 (2002). Gregory G. A. Tzeutschler, Corporate Violator: The Alien Tort
Liability of Transnational Corporations for Human Rights Abuses Abroad, 30
CoLUM. HuMm. RTS L. REV. 359, 393 (1999).

397 m & BB A jus cogens I H o RREZELR § (Internatlonal Law
Commission) i 7] 1304 g& &) » & Fa ML EFBLIRNERY ‘ﬁ.# EERF N4
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=L N <3> {8 T [ 17 DS o2 [ B 1 B4 465 (peremptory
norms)J&AERAE ST « (HF5E D HImueg g - SeR FRER g
R F R L EH N (3ERC CESCR General Comment No. 142543
By NEEE) O — EETED R R « 2R R R BT
FA#E ~ B A ZEY) (essential drugs)Fh RAE” . mam gy ok
B FETTHE R L jus cogens TEEZPOEY” 1 (1) 20094
CUE 160(HE 5 & 2 Ht e ICESCR » B 5 /4 S50 52 s o A S0 it e A
B (HMREOE R S BERIPSHIN - TR - BINSE

Lﬁﬁ:MiEFW%ET%%fﬁﬁ; T2 ER S Mok f
\Eg%ki?ﬁﬁéii%%&ﬁfﬁ M A g&%*@% fﬂa@b fEfe b o @ ’L‘+_
Barcelona Traction ¢ % ¥ » F™% % a4k 017 “erga omnes”2z 1“’554‘ > WG R
FEHWR-ELE > PV ARG AR 2ZEEE 0 n NG HER
i%ﬁi%ﬁ;a@g%%iﬁikﬁ?uaké\m§n;\«%&\M
AN AR (Ao iR E S BELR) B0 @i I
VAR5 R4 jus cogens 2- N jda o 2 INTERNATIONAL LAW COMMISSION YEARBOOKS
OF THE INTERNATIONAL LAW COMMISSION 247-49 (1966). Belgium v. Spain, 1970
I.C.J. 3 (case concerning the Barcelona Traction, Light and Power Company, Ltd.).

398 Laura Westra, Ecological Integrity and Biological Integrity: The Right to Life and
the Right to Health in Law, 18 TRANSNAT’L L. & CONTEMP. PROBS. 3, 19 (2009).
Patricia C. Gunn, Health Care Refugee, 6 LOy. U. CHL INT’L L. REV. 339, 361-62
(2009).

399 Eva M. Koricker Uhlmann, State Community Interests, Jus Cogens, and the
Protection of the Global Environment: Developing Criteria for Preemptory Norms,
11 GEo. INT’L ENVTL. L. REV. 101, 112 (1998).

400 # # .E#F;ﬁr’l“a‘ﬁ]ﬂﬁl Ao LR P jus cogens it o £ B > REE
() P E8ag o228 0 F 27 (2004 & )

401 Article 64 of the Vienna Convention on the Law of Treaties, “If a new peremptory
norm of general international law emerges, any existing treaty which is in conflict
with that norm becomes void and terminates.”

02 35 E3EI80 L P -

403 pp F%-+ WHO Action Programme on Essential Drugs.

404 % CESCR General Comment 14 ¢ i A $F5|g ) j‘f{—: %3" R S R

TR ] 0 e A R J’FL“ MV FRApMZ 2260 2
91 BRE2ZRRT AN AR R T2 i br”fé— TR -

405 FAPRE AT AR UEER A FEL A A BRI RN BREAELELR
FooRAELAPZ RF o IS 2 A TR R A 1‘& @ BT R
flo B A4radh BHEY G 4p v 2 S EHRITH E]

406 4ri Wz F 2 EApME AT AP REREE A > & 1944 £ 2. Economic
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)7 o 7 T e L L A BB AL R0 T (MR A 8
R e AR ML (B P B S R R el ™™ - (2) 1k

Bill of Rights @ # = & H ¥ A 2L 5 "L GF LB RETf ¢
)T % % 5B 2 H# 1(the right to adequate care and the opportunity to achieve and
enjoy good health) ; ; 1974 # 2_ Health Planning Act & $7 o Fofr2. it B R
FOR B TS A A RN R NG SR REIRIEZ 1T (equal
access to quality care at a reasonable cost) ;; 2001 # 7;:}]% A 4% % (Patients’
Bill of Rights) » & &_ 2005 # ¥ 2§ i:}]% A g 41# ¥ % (Patients’ Bill of
Rights Act of 2005)£ 5 * 5 & % (Patient Protection Act of 2005)3545 1} B
P R R Rop d ﬁﬁ%%ﬁﬁéﬁﬁf%ﬁﬁ gt %f{%‘f?%iﬁ'f'} ( choice of
providers and plans ) ~ %5 K -T % j#(nondiscrimination) ~ &% ¥ & %5 F Rk iE
4l (access to emergency services) %5 S iAW 47 4 (participation in treatment
decisions) ~ %5 % *% # ## (confidentiality of health information) ~ # * & Fci#
(respect) ~ % ¥ %2 #fl(complaints and appeals) - Janet O’Keeffe, The Right to
Health Care and Health Care Reform, in HEALTH CARE REFORM: A HUMAN RIGHTS
APPROACH 33, 36 (Audrey R. Chapman ed., 1994).

407 4% BB F i e i Mather v. Roe £7 Beal v. Doe % % ¥ 3omgins & 473 " fi1&
#4] 2 7% t(no affirmative right principle) > # X 305 & 4 1 2L 2 1 %
Fi2 18 1 (entitlements) @ & 35 Fo/pik € 45 115c K T 2 11 & (benefit) 5 ie Tk
& ® (4 Farmer v. Brennan - Estelle v. Gamble - Estelle v. Gamble ) » B33 & 4o
PAZPERERA SR AREF LR S 2 THRRZ ] - Wing,
supra note 56, at 163. Gunnar, supra note 56, at 173-74. Maher v. Roe, 97 S.Ct.
2376 (1977). Beal v. Doe, 97 S.Ct. 2366 (1977). Farmer v. Brennan, 511 U.S. 825,
832 (1994). Estelle v. Gamble, 429 U.S. 97, 103-04 (1976) (citing Gregg v. Georgia,
428 U.S. 153, 173 (1976)).

408 Shinn, supra note 49, at 115. Eleanor D. Kennedy, The International Human Right to
Health: What Does This Mean for Our National and World?, 34 IND. L. REV. 1457,
1465 (2001).

National Recognization of the Right to Health

Constitution : 1109
Regional F 183
ICESCR E 1142
Interational Treaty 1193
0 50 100 150 200 250

%9W%%%%ﬁ%%@ﬁ&m“%?ﬁ%’Eﬁﬁﬁﬁgﬁm%{;ﬁ%——ﬁ
LBl BmP A SRS LiEEY) 7 e JER A2 B RS B (practice) & A
iz 2 FE 12 (opinion juris) > @ 5 BRI H 2 R R BA 2 ke 2 B RS
B AW RGEA RN R o iR RS PIF] S BRI A L
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i CESCR General Comment No.14547E4 " 35 » BIREEL A
PRMERF B K & i AR B IR & — Y55 1 B A — Y] eI F &
Y)ﬁ{’ﬁl—j\b@%Fnﬁ%ﬁ?%ﬁfkfﬁ)\’fﬁz{%ﬁﬁﬁﬂﬁf HEAL M43 B2
K00 FE 75 (core  obligations) &7 -1~ B] i 18 (non-derogable) {5 A
T%*Z/Dﬁ%fﬁ » MAEEAEN FEEEARBTEZ OB TR
RERIEE (L (ustified) « BEAABIRZ NS LIE R A IRECA BEZ
%EE)# TEITE R A RERZ L PRI R EL A RER S (R IR
EEBEAE Grootboom 2 H 55 3 B 52 ¥4 25 i #2 2 i e A\ R 18 e T
SEZAREENE ) o BIRGAG L P R Ty B e e B
R IRA N E (DR BB E Y - (3) B CESCR General

FEAASLIREZLMGLERER T REA LR ELET
%Fx. FREYREQALRE E;‘iﬁ’%ﬁ%(Lotus case)£? & 4¢ 1\(Nlcaragua
case)“’t ¢ prm - RREBITL 2 ﬂxﬁ/fgﬁ‘j‘:}x NEEY R TR ER
r'p ;om ?J"”T’EEP? Tk » 1 ¢ i E- 'H;;uw GEPE TS S SR ﬁ»/z =g}
P ‘umg/» y m ,g“u@h [B‘TL? IV %‘,j:ﬁ,ﬁ]nf_%i ’T. o Tt s BEE X HEZ P
BERTITLREYRZEZHAEF ICESCR 2 B 74 24 »t4 - France V.
Turkey, 1927 PC 1.J. (Ser. A) No.10. Nicaragua v. U.S, 1986 1.C.J. 14 (June 27).
Bruno Simma & Philip Alston, The Sources of Human Rights Law: Custom, Jus
Cogens, and General Principles, 12 AUST. YEAR BOOK OF INT’L L. 82, 88 (1989).
410 Article 47 of the CESCR General Comment No.14, “In determining which actions
or omissions amount to a violation of the right to health, it is important to distinguish
the inability from the unwillingness of a State party to comply with its obligations
under article 12. This follows from article 12.1, which speaks of the highest
attainable standard of health, as well as from article 2.1 of the Covenant, which
obliges each State party to take the necessary steps to the maximum of its available
resources. A State which is unwilling to use the maximum of its available resources
for the realization of the right to health is in violation of its obligations under article
12. If resource constraints render it impossible for a State to comply fully with its
Covenant obligations, it has the burden of justifying that every effort has
nevertheless been made to use all available resources at its disposal in order to satisfy,
as a matter of priority, the obligations outlined above. It should be stressed, however,
that a State party cannot, under any circumstances whatsoever, justify its non-
compliance with the core obligations set out in paragraph 43 above, which are non-
derogable.”
411 Government of the Republic of South Africa v. Grootboom 2000 (11) BCLR 1169
(CC) at paras. 14-15, 70 and 77 (S. Afr.).
412 Maurizio RAGAZzI, THE CONCEPT OF INTERNATIONAL OBLIGATIONS ERGA OMNES 58
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Comment No. 14T EHEEHE AMEH 2 52 A IRE RG] » &5
BEFEREWEER 2 2 s MEE R A RE I ER 2%
o AR SR E R EE LR 2RO » (FRERIEE
B MR LM 2 A HEARETZE - 75 R B DL b 2k o2 B SRR
LB EFRE] CESCR General Comment No. 145547 Firs@a o 2
FEARERZ O P 5 PRI - (e A RERZ O PR B B B — 2
PR I T T B R 2R R (S - 5 B4 BT
2 i B ARG L PO 2 LA i (right to life) ST RFELET IR EE,
FEBE R I B2 o (D PR A P R o T 2 1 S 2 T A
#H— ICCPR S54(2) 165 T B BN A BR Ak I R A5 (IRt
%) ZHER] » (EER) HE DB BEBEE R —ma" . 5. &

(1997). Theodor Meron, On a Hierarchy of International Human Rights, 80 AM. J.
INT’L L. 1, 19 (1986). % 443 > %8 @ 1 Jus Cogens— A ~ 7 B 22 2 7|
() SBR%EEET 3528 > F206-209 (2006 ) -

413 Fact Sheet No. 2 (Rev.1), The International Bill of Human Rights (June 1996),
available at http://www.ohchr.org/Documents/Publications/FactSheet2Rev.1en.pdf
(last visited Dec. 9, 2010). Patricia C. Gunn, Health Care Refugee, 6 LOY. U. CHI.
INT’LL. REV. 339, 361-62 (2009).

414 Paragraph 11 of CESCR General Comment No. 29, “The enumeration of non-
derogable provisions in article 4 is related to, but not identical with, the question
whether certain human rights obligations bear the nature of peremptory norms of
international law. The proclamation of certain provisions of the Covenant as being
of a non-derogable nature, in article 4, paragraph 2, is to be seen partly as
recognition of the peremptory nature of some fundamental rights ensured in treaty
form in the Covenant (e.g., articles 6 and 7). However, it is apparent that some other
provisions of the Covenant were included in the list of non-derogable provisions
because it can never become necessary to derogate from these rights during a state
of emergency (e.g., articles 11 and 18). Furthermore, the category of peremptory
norms extends beyond the list of non-derogable provisions as given in article 4,
paragraph 2. States parties may in no circumstances invoke article 4 of the
Covenant as justification for acting in violation of humanitarian law or peremptory
norms of international law, for instance by taking hostages, by imposing collective
punishments, through arbitrary deprivations of liberty or by deviating from
fundamental principles of fair trial, including the presumption of innocence.” See
also SARAH JOSEPH ET AL., THE INTERNATIONAL COVENANT ON CIVIL AND
POLITICAL RIGHTS: CASES, MATERIALS AND COMMENTARY 829-33 (2004). 3% <
Lo R A RSP R PRI —— S ES X 2L ot S
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WEGHL B = £ Cruz Bermudez et al v. Ministerio de Sanidad y
Asistencia Social 7.2 + fJl1& A= iE R AE Chaoulli v. Québec Z,
20 | R FEAE Consumer Education and Research Centre and
Others v. Union of India and Others Z,2&*'tf1 » ¥R 35045 R FiE A e
N E Ry e Az an b ORIE TN w8k 2 B2 H ]

ArAlAm - HIE A ar e BA E YR R A RE (5EEY)
ATFHRERT) > (R WG s B R R 2 — B (0 > TEs B S gE S E
BN CEBE T LDRERBEN T ERERE BT ERE
B o H#RE > MEEREEREHEMA T LEERS  ZATREN -
ARSI N EIPNE LRI (S S-SR RUEVET-1E EE wSise ST PR 27/
AT TR Z AR (B EAZEY) 2T FAEATS - K ATTZR
HAERCRE G ERATGE R LT - ERERRERRERE
B TR EAREERTNE ) ¢ LA (HLREE R 28 ke
BifH) BEARRGENEE ZZEYT AR N - (FIEZKES
BIBEE S EIE R T C BIEARERLE -

FH= o FERFEAEAMERIEEHRLITZAHE [ YT
RERZ NRER (3 — Ml s 5 B B BE (S 15 B T T C I E I
B o MER R B L B R E B H i s TR
B5 o ZRERIAT (A0 & BB SRR YR ) + 285 B B3 1

EE €M SAEEITIE (~) T6-7 (2010 ) o

415 See generally, Decision No. 916 of the Administrative Law Court of the Supreme
Court of Justice of Venezuela, Case No. 15.789 (July 15, 1999). £ p i 5 F i
ik A%R2 GEAEE AT Bf Hr2 i T dp et FA-ARVsZ
R EERERKY 2ER G % o

416 See generally, Jacques Chaoulli & George Zeliotis v. Attorney General of Québec
& attorney General of Canada, [2005] 1 S.C.R. 791 (Can.).

417 See generally, Consumer Education and Research Centre and Others v. Union of
India and Others, (1995) S.C.C. (3)42 (India), at paras. 24-30. See also Paschim
Banga Khet Mazdoor Samity and Others v. State of West Bengal and Another,
A.LR. 1996 S.C. 2426 (India), at para. 16.
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2 DS B I A A T R R TR (N2 = e
BT REEE SRR TIEERES) » IR o #H
B YT AL T EEE 'REa s SRSk A
2y R L (A RRETBT 22 & T B 8 S B % (reasonable
trade-off) P GEAE L SR 12 Y o BB S » 720 o mIBISE (378
FH R I A (R e S 3 2 B — RS B TR B
(Accelerating Access Initiative » LU FfE AAL) ' — {5
B AT o BRI - T RS S B TS L
YRR R TR S e o (B R (S
(THEOLS RS T Rl A RIS R © SR
YRS RS R R OV SR R R B R 2 B3I e
R FARHA B A S A TS T 1 (IS S - SIS BT
MEEREY - (IfERIIEsIEE S AIDS SV SRl A i T ih
th o ESERIBIEE (SRS ATDS SEVHERS R AR S ik (LU
600-7002E5 702 (EE » BHIFHE15,00035T0 2 (E4E ) » (HEZ{EH S
LHFEIE AIDS BETS B i RpEaEs ™ g
B 8 AT T - B4R AIDS SEV(ERS .S R T5E90%

418 HENRY J. STEINER & PHILIP ALSTON, AND RYAN GOODMAN, INTERNATIONAL HUMAN
RIGHTS IN CONTEXT: LAW, POLITICS, MORALS 1397 (2007).

419 % 4 (326)> F. 653 -

420 A discount pricing program launched by five drug companies in cooperation with the
WHO in early 2001. See WHO, ACCELERATING ACCESS INITIATIVE: WIDENING
ACCESS AND SUPPORT FOR PEOPLE LIVING WITH HIV/AIDS - PROGRESS REPORT
(2002), available at whqlibdoc.who.int/publications/2002/9241210125.pdf, WHO,
ACCELERATING ACCESS - FACT SHEET (Dec. 31, 2005), www.who.int/hiv/AAI fs_
4Q2005.pdf (last visited Dec. 6, 2010).

421 Brook K. Baker, Ending Drug Registration Apartheid: Taming Data Exclusivity and
Patent / Registration Linkage, 34(2-3) AM. J.L. & MED. 303, 332-33 (2008).

422 Heather Watts, International Trade, Generic Drugs and the Developing World, 12,
Apr. 2002, available at http://www.dww.com/?page id=1050 (last visited Dec. 6,
2010).

423 Joseph, supra note 19, at 436.

424 ﬁ'»%‘iifﬁl (3x81)> F 300 -
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(LIARZERMI » $IAE15026TT ) 2 o (E R s e it s S 30 Sy
PHERIEHTIN S (BRI - HY SRS 2 3T 2 i o
B S hE TRIPS BEES()EZHE (B E
B by (et T B R 2 R i R IR B R R S AR
FI% | PRI 8754 TRIPS W FES T © LB
(necessary measures) | Z BT * INERIRI MRS T L
YIS EREER/ N FRIBESY)  BEBEE e E RS
EHERIEE it Sy S e = NS SR (A%
YHBREEITN) DR A SRS A SRR AR T A PkER e
SRR BT RIS IE S - I - SR B (e
GHEEEYT MR (RIS 2 \RER A B SRR 20 - s
B (> ST T ) R I A B L) P R BT 2R (A
PR BRI - I R E R AR E K
2 EE )3T P RE R R RS o B IUEE 37 HE R 2 37 33 (defensive
position) » I EG{ERHEHEZEYT H iR By (R FE P S (public image)
2 T Ry (charity) > BUR TR R IRAE R B E 2 (B

425 Individual Members of the Faculty of Harvard University, Consensus Statement on
Antiretroviral Treatment for AIDS in Poor Countries 13, 14 Mar. 2001, available at
http://www.carroll.edu/~mparker/mcm/consensus_aids_therapy.pdf (last visited Dec.
6, 2010).

426 Baker, supra note 421, at 332-33.

27 4oid WEFEY > WIO L3fdi | eini w2 HEre FL ad ik
FRRAE2Z 1L ER Y T AR Ey @t b GATT - R2 £ (£ &
22 GATT #4e 7 — 3 2. & B (“[there is] no alternative measure consistent with
the [GATT], or less inconsistent with it”) ;; ] > LR '—"ﬁ LfEE e fr;i#ﬁ
o RREMRY TG AAL ST RE L AL E T ES
SR GG E S R PR P R o B j\ DA
FRASFLH LA A MR B R R AR
$20(b)iF L & T2 T &y 4% - Report of the Panel, Thailand — Restrictions
on Importation of and Internal Taxes on Cigarettes, paras. 75, 222-26, DS/10/R (Nov.
7, 1990), GATT B.L.S.D. 37S/200 (1990).

428 R W#F & ¥ Merk 2 %447 § 2 4 " Corporations cannot choose to write
off the developing world as beyond their business interests. Although philanthropy
remains an important role for corporate America, the development of workable,




BRANESERFEDG AP AW FTIE 233

/

(AT kG (5B TR IR AR AT I8 » Tk (Famse
ﬁmﬁﬁﬁéﬁﬁr>ﬁw%ﬁ%@ﬂZ@@ﬁ@ow~ﬁ@’%
NRERRE 2 TSR AR » TR 2 NS P B S (AR ) 2 T4 E
Fi » W AR SRR (e S MR 2 (RS BT
% o (Rl > BER VA BS54 2 ICESCR 22 S (L Ay A AT
fRIE YT A A E &2 %% 5 34 CESCR General
Comment No.145542E%FrF5k » it & 2 FrE B S HE N\ — B HE 6
EEEE | B R L MHEUT - JEBURTRLRR R AL (2
P —EE R YR R e a a0 P

long-term business models is the only real way to ensure that the products and
services we generate are truly available to fight global poverty and meet health
challenges such as AIDS, malaria and TB. ; WHO, PUBLIC HEALTH: INNOVATION
AND INTELLECTUAL PROPERTY RIGHTS 114 (2006).

429 eh2 I EBRUBLETZ ] .})ﬁ PRy | %Nﬁ:ﬁi‘g’%@%’;f} o 3T
Lo P BLRPHAGRRAP TR AR RUE EE R 5 (cam) R A
PR K ERTE E RR IR AL 72 ZME e A A iR
BRI AT ERRARRESF T B EMPES ;z AR A R -
ﬁﬂ%@é%ﬁ——%ﬁr%#ﬁ%&ékaaiwﬁ Sy TELRFaZ

S OB Rp SR (mus)Far (fik mER) fr*giﬁﬁﬁ%w

Migﬁﬁ?JM@ﬁﬁﬁﬁ@@H@%ﬁ(r? EEBFAFEREIEL
) sk T AR AS RN L FFE ?ﬁ%wmaﬁ(@ﬁﬁi
i) (LiFr 2 p’}pmvjﬁ_&j FHA-&)o ik 2 ARERUFLER]
BERTAREAL AT E  EoB ARG 7 DR 0
BE A REBLTR 4 TS EBELf 8B (LR 2HBFET S

B~ &)

430 Article 42 of CESCR General Comment No.14, “While only States are parties to
the Covenant and thus ultimately accountable for compliance with it, all members
of society - individuals, including health professionals, families, local communities,
intergovernmental and non-governmental organizations, civil society organizations,
as well as the private business sector - have responsibilities regarding the
realization of the right to health. State parties should therefore provide an
environment which facilitates the discharge of these responsibilities.”

817 Jﬁ WS ERER IR R SR A R BUE AR R AT

o gp o wfr g AdrnvE - £ a A2 O R g gk A
“—pﬁiaﬂva» #3 « f3 =+ (1) Archic B. Carrol { 2 %2113 M
4 ;F'( # (stakeholder theory) @ BB & ¥ “T/ B 2 3 % B iO5 L 2 F
( ﬁ*ﬁ’fifﬁgll‘j{) %a(;”%"ﬁﬂﬂéx—y—rﬁiféfﬁ 333’ A & By
(RALGHIT M A ) 105§ AR~ § AR (Ailg 11T M BF)e 2
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{EEEEHEINIEFE S EIY] 2 I8 (non-trade concerns ) * Z58 Byt ikF
REEIEBI LIV IR A RESS TSR IIA B B B (3 > W TTRE(S
WTO FrARER e B i — R R BUF A ks T - R
G ~ (G 5 E S —msER ™Y B4 0 IR
TRIPS 1 EHEEZIHAIE A (AIS RIS SN Heth I RER R - (]
SHE S 3 1) 32 B S B A ~ DI A B R i o VT (R S i
B o 1A BRI S B - BT SRR AR B

24 g &*“&%‘F&]ﬂ.” TIIMGFRF R 92 —dwaf R H2 %8 &
FAARE T —HRPIMGEF LI FAR: EETRI B BT LA
2 (2) 73 %—‘"‘ i 3k 3+ 4 1] (universal rlghtS)lfwﬁ%[&] FAjEfF Iz

B iR 73‘-’%&%('&‘4 IEE) BABREFSY 2P s ua; ¢ FUN
2. Guiding Principles ~ OECD 2z Guidelines for MNEs ~ ILO z Tripartite
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feEg Az AT RFFLR AT RS IBRLEBLL > 2R
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4 #8(people) ~ B #X(planet) ~ 1 & (profit)= B o w > @ F A2 FFiEd & 5
t' ‘1‘&;& E2Z AR ZFESBEE BREERT r?§~%%—¢¥#
EFE2ZFT o EAlHmE 478 > T7-10 (2011& ) B 2 (31184) |
42-71  ARCHIC B. CARROL & ANN K. BUCHHOLTZ, BUSINESS AND SOCIETY —
ETHICS AND STAKEHOLDER MANAGEMENT 70 (2002). J. Elkington, The Triple
Bottom Line, in THE ACCOUNTABLE CORPORATION 97 (Marc J. Epstein & Kirk O.
Hanson eds., 2006).

4328 29 (GH6)0 T 6320 Bl A TR 84— WTO gpager $ e » g
g > 1058 > F 89 (2006# )

433 % >4 (3x6)> F 632 o Emst-Ulrich Petersmann, The Human Rights Approach
Advocated by the UN High Commissioner for Human Rights and by the
International Labour Organisation: Is It Relevant for WTO Law and Policy, 7 J.
Econ. L. 605, 611 (2004); Veijo Heiskanen, The Regulatory Philosophy of
International Trade Law, 38 J. WORLD TRADE 1, 1 (2004).
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434 KARIN TIMMERMANS & ToGI HUTADJULU, THE TRIPS AGREEMENT AND
PHARMACEUTICALS 14-15 (Report of an ASEAN Workshop on the TRIPS
Agreement and Its Impact on Pharmaceuticals, 2-4 May 2000), available at
http://apps.who.int/medicinedocs/en/d/Jh1459¢/ (last visited Dec. 13, 2010).

435 @ﬁ% (3x432)> £ 89

436 Werhane & Gorman, supra note 265, at 280.
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3 ES TR A 0T e g B R 2 A # o Jeffery D. Sachs ¥ > 48 4
¥ (3x84)> F317-318 -

439 % 34 (326) F 645-646 -

440 SEN, supra note 82, at 53. Jeffery D. Sachs ¥ » 4% * F 3% (3184 ) F 399-402 -

441 SEN, supra note 82, at 46-49.
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443 Jack Donnelly % » /1% £ 3+ A : WHhe P B > F42-43 (2007# )

444 Ellen’t Hoen, TRIPS, Pharmaceutical Patents, and Access to Essential Medicines: A
Long Way from Seattle to Doha, 3(1) CHL J. INT’LL. 27, 31-33 (2002).

445 Werhane & Gorman, supra note 265, at 280.
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446 The preamble of the TRIPS, “[R]ecognizing that intellectual property rights are
private rights.”

447 % p (316)> F 643-657 °
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449 Wu, supra note 19, at 118-19.

450 Autronic AG v. Switzerland, Eur. Ct. H.R. Series A.178 (1990); 12 (1990) E.H.H.R.
485, at paragraph 47.

451 Michael K. Addo, The Corporation as a Victim of Human Rights Violations, in
HUMAN RIGHTS STANDARDS AND THE RESPONSIBILITY OF TRANSNATIONAL
CORPORATIONS 187-96 (Michael K. Addo ed., 1999).

452 INTERNATIONAL COUNCIL ON HUMAN RIGHTS, supra note 161, at 56-57. #§ i1 2_ %
VAR FAFETAEF 7o i B % 2 ¥ (International Convention on Civil
Liability for Bunker Oil Pollution Damage) % 3% - £ ¥ & fudnpdasri A ¥ty i
Yhid R p dndach slde s A R o

453 Id.
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Guidelines for Pharmaceutical Companies [& ] {F f 1% 18 53172 42
(454

(1) —REHIE (general) (EB1-4E%) @ RFE RSN (R A M B2
VRS - IRHESTE (AT (e B N MBS A BN A SR (RS - BE 75
SE(E Lo Sk R AR A O A T s
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and populations) (ZE5E% ) @ BRI ZEFE (I I R L 5
B ERE (BEAlE - HE - BA - REH) ZEEYLIE
FILBR B ST > Ot R B P 5 (cquality) B2 1 32 1%

454 Khosla & Hunt, supra note 11, at 2.

455 Paragraph 2 of the Guidelines for Pharmaceutical Companies, “The company should
integrate human rights, including the right to the highest attainable standard of health,
into the strategies, policies, programmes, projects and activities of the company.”

456 Paragraph 4 of the Guidelines for Pharmaceutical Companies, “The company should
refrain from any conduct that will or may encourage a State to act in a way that is
inconsistent with its obligations arising from national and international human rights
law, including the right to the highest attainable standard of health.”

457 Paragraph 5 of the Guidelines for Pharmaceutical Companies, “Whenever
formulating and implementing its strategies, policies, programmes, projects and
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458
459

460

461

activities that bear upon access to medicines, the company should give particular
attention to the needs of disadvantaged individuals, communities and populations,
such as children, the elderly and those living in poverty. The company should also
give particular attention to the very poorest in all markets, as well as gender-related
issues.”

FHRESA

Paragraph 6 of the Guidelines for Pharmaceutical Companies, “In relation to access
to medicines, the company should be as transparent as possible. There is a
presumption in favour of the disclosure of information, held by the company, which
relates to access to medicines. This presumption may be rebutted on limited grounds,
such as respect for the confidentiality of personal health data collected during
clinical trials.”

Paragraph 17 of the Guidelines for Pharmaceutical Companies, “The company
should disclose all current advocacy and lobbying positions, and related activities, at
the regional, national and international levels, that impact or may impact upon access
to medicines.”

Paragraph 18 of the Guidelines for Pharmaceutical Companies, “The company
should annually disclose its financial and other support to key opinion leaders,
patient associations, political parties and candidates, trade associations, academic
departments, research centres and others, through which it seeks to influence public
policy and national, regional and international law and practice. The disclosure
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(c) NFLE A (public private partnership) ( 5542-45E% ) :
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(4) “EH - BEHIE f(management, monitoring and accountability)
(HE0-1483) © RESRA A ~ 75 U B T B 0 22 8 1 Ceffective,
transparent and accessible monitoring and accountability
mechanisms) 55 8 SE IS FI A2 28 2 AT - [FIFFR
HAE TR AL E M E EaVEZ S H 5 (a comprehensive annual
report, including qualitative and quantitative information) ~ #Nf3
Y 17 B E B (independent  external mechanisms) 25 B {E By
FIEE 2% -

(5)  &ET5E (corruption) (Z515-1682) * HEREE 5 R SEVIT FHHE
FI¥s & BEORIERE - ANEn TSR A SR AR E IR AR
o (] REGEHERE ) B B R IE L EIEEY) .2 R E T BE B B

should extend to amounts, beneficiaries and channels by which the support is
provided.”

462 Paragraph 19 of the Guidelines for Pharmaceutical Companies, “When providing
any financial or other support, the company should require all recipients to publicly
disclose such support on all appropriate occasions.”

463 Paragraph 41 of the Guidelines for Pharmaceutical Companies, “The company
should publicly disclose its promotional and marketing policies and activities,
including costs.”

464 Paragraph 43 of the Guidelines for Pharmaceutical Companies, “If a company joins
a Public Private Partnership, it should disclose any interest it has in the Partnership’s
decisions and activities.”
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465

466
467

468

Paragraph 15 of the Guidelines for Pharmaceutical Companies, “A company should
publicly adopt effective anti-corruption policies and measures, and comply with
relevant national law implementing the United Nations Convention against
Corruption.”

FHRE382

Paragraph 21 of the Guidelines for Pharmaceutical Companies, “A company’s
clinical trials should observe the highest ethical and human rights standards,
including non-discrimination, equality and the requirements of informed consent.
This is especially vital in those States with weak regulatory frameworks.” Paragraph
22, “The company should conform to the Declaration of Helsinki on Ethical
Principles for Medical Research Involving Human Subjects, as well as the World
Health Organisation Guidelines for Good Clinical Practice.”

Paragraph 23 of the Guidelines for Pharmaceutical Companies, “The company
should make a public commitment to contribute to research and development for
neglected diseases. Also, it should either provide in-house research and development
for neglected diseases, or support external research and development for neglected
diseases, or both. In any event, it should publicly disclose how much it contributes to
and invests in research and development for neglected diseases.”
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472

Paragraph 27 of the Guidelines for Pharmaceutical Companies, “The company
should respect the letter and spirit of the Doha Declaration on the TRIPS Agreement
and Public Health (2001) that recognises a State’s right to protect public health and
promote access to medicines for all.”

Paragraph 30 of the Guidelines for Pharmaceutical Companies, “As part of its access
to medicines policy, the company should issue non-exclusive voluntary licences with
a view to increasing access, in low-income and middle-income countries, to all
medicines. The licences, which may be commercial or non-commercial, should
include appropriate safeguards, for example, requiring that the medicines meet the
standards on quality, safety and efficacy... . They should also include any necessary
transfer of technology. The terms of the licences should be disclosed.”

Commentary on paragraphs 33-37 of the Guidelines for Pharmaceutical Companies,
“While recognising they have a responsibility to enhance shareholder value,
companies also have a human rights responsibility to extend access to medicines for
all, including disadvantaged individuals, communities and populations.”

Paragraph 33 of the Guidelines for Pharmaceutical Companies, “When formulating
and implementing its access to medicines policy, the company should consider all
the arrangements at its disposal with a view to ensuring that its medicines are
affordable to as many people as possible. ... [TThe company should give particular
attention to ensuring its medicines are accessible to disadvantaged individuals,
communities and populations, including those living in poverty and the very poorest
in all markets. The arrangements should include, for example, differential pricing
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(11) #HiEE{>ZEdH M (associations of pharmaceutical companies) (55
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between countries, differential pricing within countries, commercial voluntary
licences, not-for-profit voluntary licences, donation programmes, and Public Private
Partnerships.”

473 Paragraph 34 of the Guidelines for Pharmaceutical Companies, “The arrangements
should take into account a country’s stage of economic development, as well as the
differential purchasing power of populations within a country. The same medicine,
for example, may be priced and packaged differently for the private and public
sectors within the same country.”

474 Paragraph 47 of the Guidelines for Pharmaceutical Companies, “A company that is a
member of an association of pharmaceutical companies should take all reasonable
steps to ensure the association fully conforms to these Guidelines.”
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478 Klaus M. Leiginger, Capitalism with a Human Face: The UN Global Compact, 28
JCC 113, 122 (2007).

479 Leisinger, supra note 18, at 12.
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480 Paragraph 13(a) of the Norms for TNCs.

481 Paragraph 32 of the Guidelines for Pharmaceutical Companies, “In low-income and
middle-income countries, the company should not apply for patents for insignificant
or trivial modifications of existing medicines.”

482 Paragraph 26 of the Guidelines for Pharmaceutical Companies, “...The company
should make and respect a public commitment not to lobby for more demanding
protection of intellectual property interests than those required by TRIPS, such as
additional limitations on compulsory licensing.”

483 Leisinger, supra note 18, at 584. * 7= % Guidelines for Pharmaceutical Companies
BISE TR 2 £ BE 0 G5 REGE465 o

484 4o Leiginger @ % W # & %&%ﬁiﬁﬁf'};‘%}” B EELF R EREH
(avoiding costly hospitalization)2_ 4+ ¢ § iZ (social responsibility) < Jd. at 585.

485 4o Lilly & Prozac (F &3 > ok B E2 £5H ) 2 {1 LI D » fad 2
Prozac v & #| & 2. # % Sarafem > WK S il B R AP > U2 §
ek Ciplg SRR iEH) 2 F o j‘ﬁ WE? A R % R R R
F R Lilly frF|#2 858 708 2% R PoH6B ) 3 -k § L
Bat ;s B ENAF P G2 BT AFF R ES SR 23T
TESD B 5§ 4 i JRL % o Marcia Angell ¥ 0 8 7 EF (X14)0 F
217-218 -

486 drh v HE = 2 3H%h o FRFTC QHUF L4272 2T @S L2 EH
*» o Competition in the Pharmaceutical Industry: Hearings before the Comm. On
Comerce, Science and Transportation of U.S. Senate (2002) (statement of Timothy J.
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Valley Drug v. Geneva Pharmaceuticals) **' » {HZEFL: VAR HILS JH
AR B AT Bk B 5 2 1 - o sl g L 2
WA s o O R BT 1 o B R i A R
P AT O o 7 Y T 0 o 5 s R S 3 oo 1 2 -
ETTRER R TR 0" © R » 41 Medicare Act PRI fETE 22t

SR S R R R R T SRR R RS R
RS BRI ERE (R » TSR A AR T S e
B 8 5 T3 M R DR I T P B o W » WO EDBREEE
RS R TR R o DRI - I R (e
HBEH AT P TR R A B IEE N & BB 5k fE
RMIRIELEE - (FA AR E R — (S ERE TS E R
NG R YT R ER & BB TR — R A S AT
53 DA PSR s SE T FE G e MER TR B LE - HIETasne s
TRy s Es 28 LU ER T ™ DU

Muris, Chairman of the Federal Trade Commission), available at http://www.ftc.gov/
0pa/2002/04/biovail.shtm,(last visited Feb. 21, 2008). FTC, supra note 191, at 39-64.

487 # A% ¥ > Abbott Laboratories (Abbott)¥t Geneva Pharmaceuticals (Geneva)Z%
Zenith Goldline Pharmaceuticals (ZGP)#% 142 #7475 & §]% 4 (Hytrin)2- & &
B s s g A uEafofz o ¥ % (1) Geneva 2 ZGP KgErszbs H 6
Ff &2 3¢ 48 Hytrin 8 # % Hytrin 2 2158 > 247 ¢4 8=
 Hytrin 22§ £ % > S 5357 a1 5 (2) Abbott K>t - 2.3
R > #3132 L6008 # ~3 Geneva 2 ZGP o o ** Geneva % ZGP © i&
Hatch-Waxman Act #% ! fj i* #7% ¢ 3-(Abbreviated New Drug Application,
ANDA) » & %+ 5 3 1800  F W rE BYF ; L AEZvfET Y > 2 &
Geneva %2 ZGP @ i2*t% 3¢ 4§ Hytrin § %% » ¥ :%2180p & H b1 B
Frrlaarol G iadgsdn gzl ERICEF LERAZE T
B AR ARG D RO P AT fofa QG Bk T RE X AL B
27 h o REF FERENE LT L PRI A EHE IR
h o A &R i\?{fﬂ\fiﬁitﬁf:‘i% LANEA L BIpiET Ha g 2 T g
FFE2 B &3 ¥ A SF oA 700 ¢ ek 2 4P M F1F W G R EE
25 X% % A(per se)ik & & £ 872 o Valley Drug v. Geneva Pharmaceuticals,
350 F.3d 1181 (2003).

488 See id.

489 5 28 (33242) 0 F36°

490 Andrew T.F. Lang, Re-Thinking Trade and Human Rights, 15(2) TUL. J. INT'L &
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MIHREBGE S 5 -

DIEE Y EE B FH > BIE Hazel Tau v.
GlaxoSmithKline, Boehringer Z.Z&FTHE < BHEEET 1] DAVE Ry AT
PSR BE R R SRS B AR 2 R T B E 5%
7 > B 7E i E Z ZEY)([EhE (excessive price) Tl ¥ A EEYT HREFINE
BZE - EIFRFREGAEAEY » TREVEERGAGHE —X
B L R 7558 [ 4N 8% o9 (Competition Act)™?—— FELILL IR ZAE
T FIETREYE © ZEY)EAE B AV (H {H (economic value) T~ B & HREA R
(reasonable relation) 8 HL EASTE(E Y 5 i ATEEAR & B A (R0
B (1) SRR E RS TS (A5 ST E s
TS SR 2REESTEHEAIZFE 5 (2) w%ﬁﬁﬁ*ﬁﬁé
(allowance)fZ2 5 NEHE 5 (3) HEEVIIHZE TR L2 R8T R BE H
EG S WAEES RNEH  (4) SBE 0 Y ER 25 A RES ‘/ﬁ%‘?’%
TR G B I8 (detriment) 5 (5) S8 2 SEY)ER RS ATREEHY
B 2 E R R R 2 RE A B PR RE 3 B & B 2 12 (adverse

Cowmp. L. 335, 376-77 (2007).

Ol RERRHE > A A ERERUFLERAST LY PFa sz 4
o HIFHREELNETEF 2T ALt 2 J‘FL#F ERRARTE & F
2Ed o AT AP WERRP > AT RLZREESD DL # 2
FrE S RIB 2 ERERA B AT Y el ’T‘ B ACIEN N
xfr?f BIF R 202 FRE— b I EREF ¢ %?}a? pa BT i
FIRRES T ] > AT R F A S FEE R oL hE
Y IR AR R -LUNEE JHUES Sk Aot
%\vﬁpx*fﬂ BERUEFLEN* Apibe i 2 FEF i {@«L ER A

SR BHT BRL 2 BE (AT L3 ) R BT ]2 B
fg o %7 o

492 Article 8(a) of the Competition Act, “It is prohibited for a dominant firm to: (a)
charge an excessive price to the detriment of consumers; ....”

493 Article 1(1)(vii) of the Competition Act, “(aa) bears no reasonable relation to the
economic value of that good or service; and (bb) is higher than the value referred to
in subparagraph (aa).”

494 Hazel Tau et al. v. GlaxoSmithKline, Boehringer Ingelheim et al. (Competition
Commission of South Africa), at para. 60.

= %’\
=l (\L
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impact) ° [ HLrHEE FURG (R FROUBI RS A RE L 2 R B HH 28 - SR
M= RN F R e SORE R 1 28 2~ « XML - PREEV)E S e e
INPAGERESD - BB N E S SRR R AR (L > T
T B PEL P B2 A SR A T35 DA R He i 5 0 5 B A 42 H
Wy - M HEEY B S AR (RS REYE S ERE
Al AP - NEBGITRS)

% o BB (o B R DU SR B T O B 1
BEL 1 FEART S5 PO MR B 2 ATRENE - ¥ 20 ISR (e )
WA SR TSR R TR - DURMEEIZR ) E S R R 2
YISF PRI S 2R 5 T R s (e S B Y 45 ELJ b
{7 » Hp e A R R R N B R T (R o S
SR - HIHEE R s e E AR - Kt - BE s
TS B VY R MRS 2 R 2 A SR (RIS (AT
FIME) - THERELL B E ERTFE » B EENI TRIPS
TR BT R - R AIERAE TRIPS & hA R R
BT ) (S MR (R ) 2 B8] - IR Guidelines for
Pharmaceutical Companies Z526E% 5@ BEEL © [ SRR BISE >34
FAIBELE TRIPS H5E N RSS20 A it T B 5 2
il FUSERAEI R T A E © ELS s (S i\ B GE
THEFT IR DISREET E# TRIPS 17750 B R B o S 7 i
FIRS IR » A TREIEr T AN, 0

495 Boln 3 BRERE AREFHE LY L RERGHDEREY 2 45%
TUTOEER (4L J18) NI HTL L0 PUEEREFD
B e FIRACEY - Fe P 70¥F 5335 mL4R > 20112100 287
Adi o

496 Paragraph 26 of the Guidelines for Pharmaceutical Companies, “The company
should respect the right of countries to use, to the full, the provisions in the
Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS) (1994),
which allow flexibility for the purpose of promoting access to medicines, including
the provisions relating to compulsory licensing and parallel imports. The company
should make and respect a public commitment not to lobby for more demanding
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(2) BEpFrLgm 2m

YT BN B - B el iy EOR AT R B
SRR CUNNTL (SRR - “EIZ ) (BN ETSAE
2 JERIAS — A8 E A s B B 1 2 A E B S 2 SR A S
PR R A LA S BB Rl Bt
LHE > FHEEH OBA) HEH () EEAREE 2R
T T SHEE R LSRR ER (R TSR B
R« BRI » Rl G SRR S E N (R T W
PR o s R e B A B (T (R B VB - A FIRSRE - BATS IR
IS R R, BERE T - AE S HaE Y -
Guidelines for Pharmaceutical Companies 53T — 4 &5 15 85 S0 & i
Z BT HIE » ok A s EE YR A S (e
By M MBI RS (17-198) P - Az (H43
B 00 Taep AR RN (BE41EY) O - LUK BEEEY) L S -
B BIVEFRAERE G (5839EY) i L8 iR S 51
DA 0 U (ST RESTBOR S R B o

protection of intellectual property interests than those required by TRIPS, such as
additional limitations on compulsory licensing.”

497 Chapter II paragraph 1 of the Guidelines for MNEs, “Enterprises should ensure that
timely, regular, reliable and relevant information is disclosed regarding their
activities, structure, financial situation and performance. This information should be
disclosed for the enterprise as a whole and, where appropriate, along business lines
or geographic areas. Disclosure policies of enterprises should be tailored to the
nature, size and location of the enterprise, with due regard taken of costs, business
confidentiality and other competitive concerns.”

498 % 31459 -

499 % 3462 -

500 %R 33464 «

SOl 34 B32463 -

502 Paragraph 39 of the Guidelines for Pharmaceutical Companies, “The company
should take effective measures to ensure that all information bearing upon the safety,
efficacy, and possible side effects of a medicine are easily accessible to individuals
so they can take informed decisions about its possible use.”
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S ERETRET » ZEEOR S E R BB R R YA A
WEEE > PRAIREEE S 2 B IEEREAI - IR e ST FHRE
BEYST MR R 25K > e o0 L P T35 (5 L 2 N E R
Th - B » B2 #8582 (disclosure) B /3 i (transparency) #f 2 Z£4)
AR REEEERESR  SHEANER EEHEBHER
A4 AR AURER — I E Y& QB - R AR
S IEMEERNIRE - (TR R AR e L A B R MR B RE » 1T
HSEIEH Y H T & HE E 58] S (conceptions of the good)™ 2
fa R e 7 U AR BE Y » W H B RS A (WEE
(ATESEY) ) SER B PEMTFRAIE: E T/ (autonomy).Z 7T -
Ut B 26 B 52 A1 B8 P R A R I 29 DL 5 i & [R] 2 IR A (informed
consent) A A B RAGR > BIFE A RERG RN EL i e R A RErR .2 B
B > 41 CESCR General Comment No.14%514(b)E% (5 137 FH it
FEHEFE MRS HER] (information accessibility » fUfEfE= ~ B2k
(4 AT B R R IR B R AR ) Vb R A MR
AIVE E F 75 (specific legal 0bligati0ns)506Eﬁi@%%?%(obligations of

503 4 F AR B A RE FERAER D EBIEP RN G A% K o
JOHN RAWLS, JUSTICE AS FAIRNESS: A RESTATEMENT 19 (2001).

504 % 2~ F 28 (3327) F153-154 -

505 Paragraph 14(b) of the CESCR General Comment No.14, “...Information
accessibility: accessibility includes the right to seek, receive and impart information
and ideas concerning health issues. However, accessibility of information should not
impair the right to have personal health data treated with confidentiality.”

506 Paragraph 35 of the CESCR General Comment No.14, “Obligations to protect
include ... [s]tates should also ensure that third parties do not limit people's access to
health-related information and services.” Paragraph 35, “The obligation to fulfil ...
include the provision of a public, private or mixed health insurance system which is
affordable for all, the promotion of medical research and health education, as well as
information campaigns, in particular with respect to HIV/AIDS, sexual and
reproductive health, traditional practices, domestic violence, the abuse of alcohol and
the use of cigarettes, drugs and other harmful substances. ...” Paragraph 37, “The
obligation to fulfil (facilitate)...include: (i) fostering recognition of factors favouring
positive health results, e.g. research and provision of information; ... (iii) ensuring
that the State meets its obligations in the dissemination of appropriate information
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comparable priority)507 °

S—T5TH » BTN A T o s R B (3 A S
RGBS ER » SRR S (AR oo~ /T
b)) BHEESE (AIETE RS S BRI SRS ) » SRR
BHENTEEZ E T2 RIS 2 HANEE « AR E
b~ BRERRIR(L S H » R o asRfe - 4
VP SRR R - RIS s R B R B
SREEEYIRI AN AHE T » Taeil & S R B B8 E St
WEESR FHAE R R SR S iR A ST
SETNGD 2 BB o PRI - 7ERS BRI S A BRI A
FlfEais—E i AL BHE T » i SRS R Y&
S AR HER 5 JREVEE RSB T » DUBIEIE 2R
SRS, A BRI R » SRS SE 3 TR &
SVEEHEE ST - DL AZT ZBEERFIT - F g5
SEIA B A YT BN - AZT AR B e A
# > {H1E AIDS HiBR 1% » DS ERIE 3R AL RS Bk s A R S
BgP% AIDS BURHEE S ST - 0 REHE R R RS U )
(antiviral agent)f% ° IHFEIR AZT % AIDS 2R (HIEHEE AR
Ve 2 B ~ METTHG PR B B S ) 5 {H/E3@BF2 » Burroughs
Wellcome {EREFIMEA (AZT EEIFHAHS - fEH DU
A2 KBRS » AMERE ALAEER AIDS 8 AZT Z MR

relating to healthy lifestyles and nutrition, harmful traditional practices and the
availability of services; (iv) supporting people in making informed choices about
their health.”

507 Paragraph 44(d) of the CESCR General Comment No.14, “The Committee also
confirms that the following are obligations of comparable priority: ... (d) To provide
education and access to information concerning the main health problems in the
community, including methods of preventing and controlling them. ...”

508 B % (31184)s F 127-128 -

509 % (3184) F 128
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CHIRT AR S R R E SRR (ER
W AHZEAEARIRFZE 248 A » BOE RERIEE T BIE 5 2 M At
M Ey R EEE L ' (TSR AIDS AT AZT 2K
B o HIFE T HSE AR T (AR A RHEE) » B
Burroughs Wellcome % fAZEYIf 35 B 2 A AR AR »
B RS R AR T - BREYE B B SR HBGE
ERE RS ST B - SEEE SRR Bowsher v.
Merk & Co.Z%EPBTT%tH*%Eﬂ;{Z%T%%SH » FAJE FTC {¥ Hazel Tau v.
GlaxoSmithKline, Boehringer £ Z&r7Ra% TR 5 8IS SR8\ b %
YIS & S ] - RIS s 5 2 7 P L T
HIGTET BN AL Y - B B ki (R
B TEAZERIA) -

B ISE S N2 HB5E - AR e E S — A B
5 B 20094 HE (B I B — i FEheE » SR B PN B (R B B
(LS E 7 FE B I B 2 (annual sustainability report)’* 5 2
FA 2001 4EGE i 2 "o RR % E B , (Nouvelles Régulations
Economiques) * ZERETTH B e A E A P BN BB
FEH A RERE 41 5 i Norms for TNCs 5 15E% R 5516 £ RSk
5 B i S FE T B SR B AL HRG SR B M 2 HEZE

510 Marcia Angell ¥ » % 7 £3% (3114) 7 56-58 -

511 Bowsher v. Merk & Co., 460 U.S. 824 (1983).

512 Hazel Tau et al. v. GlaxoSmithKline, Boehringer Ingelheim et al. (Competition
Commission of South Africa), at paras. 33-44, 64.

513 % (3£184) F 130-132 -

514 Christen Broecker, Better the Devil You Know: Home State Approach to
Transnational Corporate Accountability, 41 N.Y.U. J. INT’L. & PoL. 159, 206-08
(2008).

515 The Council of Bars and Law Societies of the European Union [CCEB], Corporate
Social Responsibility and the Role of the Legal Profession: A Guide for European
Lawyers Advising on Corporate Social Responsibility Issues 5 (Sept. 2003),
available at http://www.advokatsamfundet.dk/Admin/Public/Download.aspx?file=
Files%2{Filer%2fCCBE%2fCCBE.CSR.pdf (last visited Dec. 14, 2010).
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(BREFEECE T ) BIRSFIB S e 3 ~ BT~ B BB
120 o PRI - TERE SRR A PSRRI AT T - S
{ERECR BTN ~ FINEERS Mol -~ FUE ER G AT -
WIEE e B BRI E E LRI LHAR  h
HETEAHMERBIMLZRHE T it GG E e I H s s
B EERRS R — AN A s E EE s
S (ks DU & B R« MR Guidelines
for Pharmaceutical Companies 556-8 £ FITom a5 B B8 1> SE A 14
TR YT MR AR (RS T R (L LU R R A
AIERFIRE RS SRR ) 1 ik

M ARREGIRAT AT > RS &R AR (e Ry i

516 Paragraph 15 of the Norms, “As an initial step towards implementing these Norms,
each transnational corporation or other business enterprise shall adopt, disseminate
and implement internal rules of operation in compliance with the Norms. Further,
they shall periodically report on and take other measures fully to implement the
Norms and to provide at least for the prompt implementation of the protections set
forth in the Norms. Each transnational corporation or other business enterprise shall
apply and incorporate these Norms in their contracts or other arrangements and
dealings with contractors, subcontractors, suppliers, licensees, distributors, or natural
or other legal persons that enter into any agreement with the transnational
corporation or business enterprise in order to ensure respect for and implementation
of the Norms.” Paragraph 16, “Transnational corporations and other business
enterprises shall be subject to periodic monitoring and verification by United Nations,
other international and national mechanisms already in existence or yet to be created,
regarding application of the Norms. This monitoring shall be transparent and
independent and take into account input from stakeholders (including non-
governmental organizations) and as a result of complaints of violations of these
Norms. Further, transnational corporations and other business enterprises shall
conduct periodic evaluations concerning the impact of their own activities on human
rights under these Norms.”

517 Department for International Development, supra note 74, at 35.

518 Paragraph 7 of the Guidelines for Pharmaceutical Companies, “In conjunction with
other pharmaceutical companies, the company should agree to standard formats for
the systematic disclosure of company information and data bearing upon access to
medicines, thereby making it easier to evaluate the performance of one company
against another, as well as the performance of the same company over time.”
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s TR C R R E S R R R
(information accessibility * FIFEZH, ~ B (EHRE (R FEICGEMRE
O R EE LS G AP - S B SREAE T
i ~ B AR R T ] AR O BREHE R gt
S B R BT -

(2) Bfpr @l B2 3B

SR PRI 31T UM & W J o BIRS A MEB » B LT
e 2 BRI I BB A (AR SO - =
(=) BFTAT » PR FRER PR 7T 23 HERS L
PO (B SRR ERE 2 B0 ) T EVE 2 R s - (B
HBRIR (2 2 ZERE T B BB S 2 S (AR B
G TRE s Ch =t v i o B SR 1 AR 5 i Ao
Y T R T RS S A BB M S (B (L ST FIRER
TN E (T (A R 2 B DR s B s s e
A B N R AT R (S s T

HR o il ER BRI - RS EEY) (BEAREEY)) i
FEPME AR IER ~ T8 « & 1F. 2t & 5 & (normal, active, and
fully cooperating members of the society)szzz%ﬁi/)z\%ﬁ%jjzf'ﬁ&%
(RPEAHERR - minimal health) BAEZEME © JRER (EE S L HA
SEY) T KOS ZFTHE 0 B AFTS LU SKHEEAFEHTEZ A
SRS (fair equality of opportunity)i6 EE EE HEE . HE °
P (R IE % )L EE (normal species functioning)’> 2 Rk

519 Mg % (31184): F 127-128 -

520 Shalev, supra note 30, at 99.

521 Presbyterian Church of Sudan v. Talisman Energy, Inc., 244 F. Supp. 2d 289, 319
(S.D.N.Y. 2003).

522 John Rawls, Social Unity and the Primary Goods, in UTILITARIANISM AND BEYOND
159, 168 (Amartya Sen & Bernard Williams eds., 1982).

523 NORMAN DANIELS, JUST HEALTH CARE 32 (1995).
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RE) it & pl B ML AR IR B 5+ % (normal  competitors) B ft A
AEFEEESERE T RERA SR SR
BB o ATV R ST Y p ST R i R A L
MR AEE TR T AR SR8 A RS H R (final ends
of life):Z SPEHEE (fair opportunities)Z AXE © [ 5L AZEY)3T R H
P A R (BT A B B
T o PRI - B A R T B A B (KA BERE T (basic capabilities).Z
T HEE S B RS E R e I - i (R
(R pIEE (EREEAEEY)) DURBIIE A RIS LR T - MRS sy
BN EI(E Rk B R EOEE) - B et e sk SR - $Eit
G BE 2k & 2B (% (social contract) + H kA
S BEBE SR ER R BRI T  IERETL ST
BETTA RS SR IES A DRt e s g™ - Fit - 78
ik S S A i R A T S O G PR PSR S R RE
ST PR R B B ATRE RIS AL S R 5 RS B
ST AR Y GEH I R ST FIHER
oS TP AT B M AR S e BN ) » FE S Ml M B
EHEEEY -

(LS e 4 29973 P MR PR 2 P S P —— 1R T
s g B N T B L (A 2k LR T BB e S i —— 2
AEREZ Fa> AT 7RG 855 & S23E R
DAZY TR IR RS E B | (list-of-services approach)”™® -

524 ALLEN BUCHANAN. DAN W. BROCK, NORMAN DANIELS & DANIEL WIKLER, FROM
CHANCE TO CHOICE: GENETIC & JUSTICE 74 (2000).

525 JOHN RAWLS, A THEORY OF JUSTICE 174 (1971).

526 ¥f E PR > KA Y ETD| T B4 PR EFEDERMA SHAL 2 E N
%5938 > F162-163 (2007 ) »

527 #FHwmz AP BV 44 E 2% (336) 0 F672-674

528 BRIGIT TOEBES, THE RIGHT TO HEALTH AS A HUMAN RIGHT IN INTERNATIONAL LAW
245-46, 272 (1999).
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FRE (A E B RS S e BB Sy T R
fi20 | (autonomy approach)™ - FHEEEIEE E (R EE AMEP R (AMIERAE
BEMEY) - BB SR RENZ Y - TR
WHO HEAZYE BT &) V50 TR, 2 TR
TEFR#G A 1522 | (contents of the right to health approach)531 o {HAS
SR EE ST FARER A% U P R B B S5 2 L e 5 R (5
SR G A e R A v e EL B M B 1688 2> (Amartya
Sen’J; Martha Nussbaum® 73 iE— ER2RE 2 R FEGS TR B (A
ZREARE I BRI ) 5 RIS (5 F A A R AR
o [ (A S (o H S 5 T e T PIRE & s - HIIE )
{68 FEE 4 T s BT P RE I 2 R Lo PR o T B A R BE o2 P

529 ALASTAIR CAMPBELL, MEDICINE, HEALTH AND JUSTICE: THE PROBLEM OF PRIORITIES
48 (1978).

530 See, e.g., Paragraphs 43-45 of the CESCR General Comment No. 14. International
Conference on Primary Health Care, Declaration of Alma-Ata arts. 6-7 (1978).
WHO, GLOBAL STRATEGY FOR HEALTH FOR ALL BY THE YEAR 2000, 31-38 (1989).
WHO, PRIMARY HEALTH CARE 34-50 (1948).

531 TOEBES, supra note 528, at 275-76.

S32 % 2 A BETRAfL AR H PR PR R T SR BT R
2B T T AR B 0 20008 How B B AL E T EE
Pl EMF T pd 2 5 A A E o F 32642 (2010 )0 £ 2% (336)0 T
677 °

533 SEN, supra note 82, at 87-110. Amartya Sen, Human Rights and Development, in
DEVELOPMENT AS A HUMAN RIGHT 1, 1-8 (Bard Andreassen & Stephen Marks eds.,
2006).

534 Martha Nussbaum, Capabilities and Human Rights, in THE PHILOSOPHY OF HUMAN
RIGHTS: READINGS IN CONTEXT 212, 212-40 (Patrick Hayden ed., 2001).

535 FAEIRP Lo XAAWEd KERAPM 2 BT T jus cogens 2
W ® o £ (1) & CESCR General Comment No.14 %4762 % > ¢ 3537
PR B i FEr i AAERGAE  REFRES
PR R RE AP B EA ST ORI e b (2) M IET
Z frs s mm e 15|~ General Comment @ A% FEAL € B L% KL ¥

(3) B F 2§ - T2 PHEE 40 £ 82 ez AR B 5 A2
G R 242 24 2 BRI 4~ AN B RE ”f% ?‘/ﬁf%?
P RAEOARARL 5 & jus cogens 2P id (5r5E %I -2 (=) w2
P)emH e AABES2 HEHLE > A2 2R EEF 2T R E AR
B (minimal health)z 3% 5 B (F2]%7 » 220 A A EH 2 RG> 7L @ A4
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Martha Nussbaum =5 &£ 4= ap  AfE 5 (life) ~ 42 & B (bodily
health) ~ B %7 2% (bodily integrity) ~ BYE ~ FE{GF1E % (senses,
imagination, and thought)%536  AHE A AT A 220 i S B e it
&N E2Y) 2 BB 5 John Rawls & Norman Daniels BI| F5E »
B H 5 (KR B JE {88 JJ (moral powers) & — HI ¥ & Z 8l &
(conception of the good).Z §E ) EAHHES 12/ (sense of justice).ZAET]
FH—IaARNREBEIE SR FRE R B EEN A R2 0 g 4
VET i B B A AR AR B S R R T
FARERZ A R » K Rawls 28 © (K (1) &2 SEEERMR
R AR IEE A A A MR AR 15T 2 2 4% 5 H A (final ends of
rational life plans)FT#HE A G @R F 2GR - PR - B1E
E 1 (to have, to revise, and to pursue)Z Be T 5 LUK FRFEAE A B
At SEEARZEE C BUAIERIRAI » BEE MM - FERMETT(to
understand, to apply, and to act)ZFEST > Bi{E AGESNFE sr 2Bt & &
(B4 (MLEIFEHe A &R 5 (2) it &2 H fpe
R et ERe (RIE(E A G RE e S B {4 2 BB H B TEE ol
EWAZRES (LHEBFERZ AR - mit - REE AR
RIMAET FHRETEEEY) - HrE S B i E e mE s (3

BB 2. | ETEE > P A BN 2 #73% Rawls, Daniels, Sen % Nussbaum 2_ 72
ERN S

536 Martha Nussbaum, Capabilities, Human Rights, and the Universal Declaration, in
THE FUTURE OF INTERNATIONAL HUMAN RIGHTS 25, 44-45 (Burns Weston & Stephen
Marks eds., 1999).

537 RAWLS, supra note 503, at 20. DANIELS, supra note 523, at 18-19.

538 4] TR R ApA g B A TR BRI (1) B Ay kT I
(the most disadvantaged)z_ - ~ 4¥ & ( £. 8 R R - the difference principle) 5 (2)
Bl g e T TR g R T BRI E Gk B (T E
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