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ed intellectual property matters to promote access to 
essential medicines, it is hereby ordered as follows: 

SECTION 1. Policy. (a) In administering sections 301–310 
of the Trade Act of 1974 [19 U.S.C. 2411–2420], the United 
States shall not seek, through negotiation or other-
wise, the revocation or revision of any intellectual 
property law or policy of a beneficiary sub-Saharan Af-
rican country, as determined by the President, that 
regulates HIV/AIDS pharmaceuticals or medical tech-
nologies if the law or policy of the country: 

(1) promotes access to HIV/AIDS pharmaceuticals or 
medical technologies for affected populations in that 
country; and 

(2) provides adequate and effective intellectual prop-
erty protection consistent with the Agreement on 
Trade-Related Aspects of Intellectual Property Rights 
(TRIPS Agreement) referred to in section 101(d)(15) of 
the Uruguay Round Agreements Act (19 U.S.C. 
3511(d)(15)). 

(b) The United States shall encourage all beneficiary 
sub-Saharan African countries to implement policies 
designed to address the underlying causes of the HIV/ 
AIDS crisis by, among other things, making efforts to 
encourage practices that will prevent further trans-
mission and infection and to stimulate development of 
the infrastructure necessary to deliver adequate health 
services, and by encouraging policies that provide an 
incentive for public and private research on, and devel-
opment of, vaccines and other medical innovations that 
will combat the HIV/AIDS epidemic in Africa. 

SEC. 2. Rationale: (a) This order finds that: 
(1) since the onset of the worldwide HIV/AIDS epi-

demic, approximately 34 million people living in sub- 
Saharan Africa have been infected with the disease; 

(2) of those infected, approximately 11.5 million have 
died; 

(3) the deaths represent 83 percent of the total HIV/ 
AIDS-related deaths worldwide; and 

(4) access to effective therapeutics for HIV/AIDS is 
determined by issues of price, health system infrastruc-
ture for delivery, and sustainable financing. 

(b) In light of these findings, this order recognizes 
that: 

(1) it is in the interest of the United States to take 
all reasonable steps to prevent further spread of infec-
tious disease, particularly HIV/AIDS; 

(2) there is critical need for effective incentives to de-
velop new pharmaceuticals, vaccines, and therapies to 
combat the HIV/AIDS crisis, including effective global 
intellectual property standards designed to foster phar-
maceutical and medical innovation; 

(3) the overriding priority for responding to the crisis 
of HIV/AIDS in sub-Saharan Africa should be to im-
prove public education and to encourage practices that 
will prevent further transmission and infection, and to 
stimulate development of the infrastructure necessary 
to deliver adequate health care services; 

(4) the United States should work with individual 
countries in sub-Saharan Africa to assist them in de-
velopment of effective public education campaigns 
aimed at the prevention of HIV/AIDS transmission and 
infection, and to improve their health care infrastruc-
ture to promote improved access to quality health care 
for their citizens in general, and particularly with re-
spect to the HIV/AIDS epidemic; 

(5) an effective United States response to the crisis in 
sub-Saharan Africa must focus in the short term on 
preventive programs designed to reduce the frequency 
of new infections and remove the stigma of the disease, 
and should place a priority on basic health services 
that can be used to treat opportunistic infections, sexu-
ally transmitted infections, and complications associ-
ated with HIV/AIDS so as to prolong the duration and 
improve the quality of life of those with the disease; 

(6) an effective United States response to the crisis 
must also focus on the development of HIV/AIDS vac-
cines to prevent the spread of the disease; 

(7) the innovative capacity of the United States in 
the commercial and public pharmaceutical research 
sectors is unmatched in the world, and the participa-

tion of both these sectors will be a critical element in 
any successful program to respond to the HIV/AIDS cri-
sis in sub-Saharan Africa; 

(8) the TRIPS Agreement recognizes the importance 
of promoting effective and adequate protection of intel-
lectual property rights and the right of countries to 
adopt measures necessary to protect public health; 

(9) individual countries should have the ability to 
take measures to address the HIV/AIDS epidemic, pro-
vided that such measures are consistent with their 
international obligations; and 

(10) successful initiatives will require effective part-
nerships and cooperation among governments, inter-
national organizations, nongovernmental organiza-
tions, and the private sector, and greater consideration 
should be given to financial, legal, and other incentives 
that will promote improved prevention and treatment 
actions. 

SEC. 3. Scope. (a) This order prohibits the United 
States Government from taking action pursuant to sec-
tion 301(b) of the Trade Act of 1974 [19 U.S.C. 2411(b)] 
with respect to any law or policy in beneficiary sub-Sa-
haran African countries that promotes access to HIV/ 
AIDS pharmaceuticals or medical technologies and 
that provides adequate and effective intellectual prop-
erty protection consistent with the TRIPS Agreement. 
However, this order does not prohibit United States 
Government officials from evaluating, determining, or 
expressing concern about whether such a law or policy 
promotes access to HIV/AIDS pharmaceuticals or medi-
cal technologies or provides adequate and effective in-
tellectual property protection consistent with the 
TRIPS Agreement. In addition, this order does not pro-
hibit United States Government officials from consult-
ing with or otherwise discussing with sub-Saharan Afri-
can governments whether such law or policy meets the 
conditions set forth in section 1(a) of this order. More-
over, this order does not prohibit the United States 
Government from invoking the dispute settlement pro-
cedures of the World Trade Organization to examine 
whether any such law or policy is consistent with the 
Uruguay Round Agreements, referred to in section 
101(d) of the Uruguay Round Agreements Act [19 U.S.C. 
3511(d)]. 

(b) This order is intended only to improve the inter-
nal management of the executive branch and is not in-
tended to, and does not create, any right or benefit, 
substantive or procedural, enforceable at law or equity 
by a party against the United States, its agencies or in-
strumentalities, its officers or employees, or any other 
person. 

WILLIAM J. CLINTON. 

§ 2412. Initiation of investigations 

(a) Petitions 

(1) Any interested person may file a petition 
with the Trade Representative requesting that 
action be taken under section 2411 of this title 
and setting forth the allegations in support of 
the request. 

(2) The Trade Representative shall review the 
allegations in any petition filed under paragraph 
(1) and, not later than 45 days after the date on 
which the Trade Representative received the pe-
tition, shall determine whether to initiate an in-
vestigation. 

(3) If the Trade Representative determines not 
to initiate an investigation with respect to a pe-
tition, the Trade Representative shall inform 
the petitioner of the reasons therefor and shall 
publish notice of the determination, together 
with a summary of such reasons, in the Federal 
Register. 

(4) If the Trade Representative makes an af-
firmative determination under paragraph (2) 
with respect to a petition, the Trade Represent-



Page 652 TITLE 19—CUSTOMS DUTIES § 2413 

ative shall initiate an investigation regarding 
the issues raised in the petition. The Trade Rep-
resentative shall publish a summary of the peti-
tion in the Federal Register and shall, as soon as 
possible, provide opportunity for the presen-
tation of views concerning the issues, including 
a public hearing— 

(A) within the 30-day period beginning on 
the date of the affirmative determination (or 
on a date after such period if agreed to by the 
petitioner) if a public hearing within such pe-
riod is requested in the petition, or 

(B) at such other time if a timely request 
therefor is made by the petitioner or by any 
interested person. 

(b) Initiation of investigation by means other 
than petition 

(1)(A) If the Trade Representative determines 
that an investigation should be initiated under 
this subchapter with respect to any matter in 
order to determine whether the matter is ac-
tionable under section 2411 of this title, the 
Trade Representative shall publish such deter-
mination in the Federal Register and shall initi-
ate such investigation. 

(B) The Trade Representative shall, before 
making any determination under subparagraph 
(A), consult with appropriate committees estab-
lished pursuant to section 2155 of this title. 

(2)(A) By no later than the date that is 30 days 
after the date on which a country is identified 
under section 2242(a)(2) of this title, the Trade 
Representative shall initiate an investigation 
under this subchapter with respect to any act, 
policy, or practice of that country that— 

(i) was the basis for such identification, and 
(ii) is not at that time the subject of any 

other investigation or action under this sub-
chapter. 

(B) The Trade Representative is not required 
under subparagraph (A) to initiate an investiga-
tion under this subchapter with respect to any 
act, policy, or practice of a foreign country if 
the Trade Representative determines that the 
initiation of the investigation would be det-
rimental to United States economic interests. 

(C) If the Trade Representative makes a deter-
mination under subparagraph (B) not to initiate 
an investigation, the Trade Representative shall 
submit to the Congress a written report setting 
forth, in detail— 

(i) the reasons for the determination, and 
(ii) the United States economic interests 

that would be adversely affected by the inves-
tigation. 

(D) The Trade Representative shall, from time 
to time, consult with the Register of Copyrights, 
the Under Secretary of Commerce for Intellec-
tual Property and Director of the United States 
Patent and Trademark Office, and other appro-
priate officers of the Federal Government, dur-
ing any investigation initiated under this sub-
chapter by reason of subparagraph (A). 

(c) Discretion 

In determining whether to initiate an inves-
tigation under subsection (a) or (b) of any act, 
policy, or practice that is enumerated in any 
provision of section 2411(d) of this title, the 
Trade Representative shall have discretion to 

determine whether action under section 2411 of 
this title would be effective in addressing such 
act, policy, or practice. 

(Pub. L. 93–618, title III, § 302, as added Pub. L. 
96–39, title IX, § 901, July 26, 1979, 93 Stat. 296; 
amended Pub. L. 98–573, title III, § 304(d)(1), Oct. 
30, 1984, 98 Stat. 3003; Pub. L. 100–418, title I, 
§ 1301(a), Aug. 23, 1988, 102 Stat. 1168; Pub. L. 
106–113, div. B, § 1000(a)(9) [title IV, § 4732(b)(9)], 
Nov. 29, 1999, 113 Stat. 1536, 1501A–584.) 

PRIOR PROVISIONS 

A prior section 302 of Pub. L. 93–618, title III, Jan. 3, 
1975, 88 Stat. 2043, which related to the procedure for 
Congressional disapproval of certain actions taken by 
the President to eliminate foreign import restrictions 
and export subsidies and which was classified to this 
section, was omitted in the general revision of chapter 
1 of title III of Pub. L. 93–618 by Pub. L. 96–39, title IX, 
§ 901, July 26, 1979, 93 Stat. 295. 

AMENDMENTS 

1999—Subsec. (b)(2)(D). Pub. L. 106–113 substituted 
‘‘Under Secretary of Commerce for Intellectual Prop-
erty and Director of the United States Patent and 
Trademark Office’’ for ‘‘Commissioner of Patents and 
Trademarks’’. 

1988—Pub. L. 100–418 amended section generally, sub-
stituting provisions relating to initiating investiga-
tions with or without petitions and discretion of Trade 
Representative for provisions relating to filing and de-
terminations on petitions for investigations and inves-
tigations initiated by Trade Representative. 

1984—Pub. L. 98–573 amended section generally, sub-
stituting ‘‘United States Trade Representative’’ and 
‘‘Trade Representative’’ for ‘‘Special Representative 
for Trade Negotiations’’ and ‘‘Special Representative’’, 
respectively, substituting ‘‘the reasons’’ for ‘‘his rea-
sons’’ in subsec. (b)(1), substituting ‘‘a summary’’ for 
‘‘the text’’ in subsec. (b)(2), striking out the comma 
after ‘‘petitioner)’’ in subsec. (b)(2)(A), and inserting 
‘‘or by any interested person’’ after ‘‘petitioner’’ in 
subsec. (b)(2)(B). 

EFFECTIVE DATE OF 1999 AMENDMENT 

Amendment by Pub. L. 106–113 effective 4 months 
after Nov. 29, 1999, see section 1000(a)(9) [title IV, § 4731] 
of Pub. L. 106–113, set out as a note under section 1 of 
Title 35, Patents. 

EFFECTIVE DATE OF 1988 AMENDMENT 

Amendment by Pub. L. 100–418 applicable to petitions 
filed, and investigations initiated, under this section on 
or after Aug. 23, 1988, and petitions filed, and investiga-
tions initiated, before Aug. 23, 1988, if by such date no 
decision had been made under section 2414 of this title 
regarding the petition or investigation, see section 
1301(c) of Pub. L. 100–418, set out as a note under section 
2411 of this title. 

§ 2413. Consultation upon initiation of investiga-
tion 

(a) In general 

(1) On the date on which an investigation is 
initiated under section 2412 of this title, the 
Trade Representative, on behalf of the United 
States, shall request consultations with the for-
eign country concerned regarding the issues in-
volved in such investigation. 

(2) If the investigation initiated under section 
2412 of this title involves a trade agreement and 
a mutually acceptable resolution is not reached 
before the earlier of— 

(A) the close of the consultation period, if 
any, specified in the trade agreement, or 
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