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U.S. Trade Negotiators Seek Public Comment
on Elimination of Import Duties on
Pharmaceutical Products

Over 9,000 pharmaceutical and chemical intermediates enjoy duty free treatment
under the customs regime of the United States and other countries that participate in
the World Trade Organization (WTO) Pharmaceutical Agreement. The Office of the
U.S.Trade Representative (USTR) is seeking public comment on the possible
expansion of the list of products subject to this reciprocal duty free treatment.
Companies in the pharmaceutical industry interested in submitting comments on this

issue must do so by April 9, 2010.

With the creation of the WTO in 1995, the United States and sixteen of its trading
partners agreed to the reciprocal elimination of import duties on approximately 7,000
pharmaceutical products and chemical intermediates. This so-called “zero-for-zero”
pharmaceutical initiative t has been expanded in subsequent rounds of negotiation to
include additional international nonproprietary names (INNs) and chemical
intermediates. USTR estimates that the agreement covers over $60 billion in U.S.
imports and over $25 billion in U.S. exports of goods. The zero-for-zero initiative,
together with the guarantees of patent protection created by the WTO Agreement on
Trade-Related Aspects of Intellectual Property Rights (TRIPS), constitute some of the
most significant gains for any global industry arising out of international trade

negotiations.

The Pharmaceutical Appendix to the Harmonized Tarift Schedule of the United States
enumerates the products and chemical intermediates that are eligible to enter duty free
as a result of these negotiations. The Pharmaceutical Appendix consists of three tables.
Table 1 lists active pharmaceutical ingredients and dosage-form products by their
INNs from the World Health Organization (WHO). Prefixes and suffixes that could
be associated with the INNs in Table 1, potentially resulting in multiple permutations
in derivatives, are enumerated in Table 2. Chemical intermediates intended for the
manufacture of pharmaceuticals are listed in Table 3.

This Sidley Update has been prepared by Sidley Austin LLP for informational purposes only and does not

constitute legal advice. This information is not intended to create, and receipt of it does not constitute, a lawyer-

client relationship. Readers should not act upon this without seeking advice from professional advisers.


http://www.usitc.gov/publications/docs/tata/hts/bychapter/1000PHARMAPPX.pdf
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In anticipation of a new round of WTO negotiations in April 2010 concerning the list of products subject to reciprocal duty free
treatment, the USTR published a notice on March 12,2009 inviting public comments. Specifically, the USTR requests input on (1)
the expansion of the pharmaceutical active ingredients included on the list; (2) prefixes and suftixes that could be associated with an
active ingredient in order to designate its salt, ester or hydrate form; and (3) the expansion of the chemical intermediates intended for
the manufacture of pharmaceutical active ingredients included on the list. In particular, the USTR will be reviewing the INNs on

the most recent WHO lists (i.e., lists 94—99) for inclusion on the list.

As noted above, comments on the list of products subject to reciprocal duty free treatment must be submitted to the USTR by
April 9,2010. To ensure consideration, comments must include the specific information detailed in the USTR’s notice inviting
comments. Sidley Austin has a team of professionals with expertise in the WTO Pharmaceutical Agreement who would be pleased
to assist companies in assessing the risks and opportunities that the new round of negotiations presents, and in developing input to

the comments that the pharmaceutical industry prepares for the USTR on this issue.

If you have questions about any of these items, please contact your regular Sidley Austin LLP contact.

BEIJING BRUSSELS CHICAGO DALLAS FRANKFURT GENEVA HONG KONG LONDON LOS ANGELES NEWYORK PALO ALTO SAN FRANCISCO SHANGHAI SINGAPORE SYDNEY TOKYO WASHINGTON, D.C.

www.sidley.com

Sidley Austin LLP, a Delaware limited liability partnership which operates at the firm’s offices
other than Chicago, London, Hong Kong, Singapore and Sydney, is affiliated with other
partnerships, including Sidley Austin LLP, an Illinois limited liability partnership [Chicago); Sidley
Austin LLP, a separate Delaware limited liability partnership (London); Sidley Austin LLP, a

separate Delaware limited liability partnership [Singapore); Sidley Austin, a New York general SIDLEY AUSTIN LLP
partnership (Hong Kongl; Sidley Austin, a Delaware general partnership of registered foreign I

lawyers restricted to practicing foreign law (Sydney]; and Sidley Austin Nishikawa Foreign Law D I I i: j .7 ‘

Joint Enterprise [Tokyo). The affiliated partnerships are referred to herein collectively as Sidley
Austin, Sidley, or the firm.


http://www.sidley.com/files/News/1f9649f8-9189-4a89-980d-39b5faaee454/Presentation/NewsAttachment/42c820ef-d84d-4276-bc92-4ba49884b833/USTR%20Pharma%20RFC.pdf

