Australia FTA – Pharmaceuticals

Summary and Explanation of Agreement
What’s in the Agreement
The FTA creates obligations, or otherwise addresses government regulation of prescription drugs, in four sections of the agreement:  (1) Annex 2-C, entitled “Pharmaceuticals;” (2) Chapter 15, “Government Procurement;” (3) Chapter 17, “Intellectual Property Rights;” and, (4) two side letters, both dated May 18, 2004.

An earlier draft of the agreement contained a provision, within Annex 2-C, that memorialized current Australian law prohibiting export of drugs listed by Australia’s Pharmaceutical Benefits Scheme (PBS).  This provision was later deleted from the agreement, by mutual consent of both countries, after objections were raised by Members of Congress.

It is important to understand that the agreement does not have the force of law.  Rather, only the implementing legislation, which makes all changes to current law necessary to bring the U.S. into compliance with the obligations created by the agreement, is enforceable in U.S. law.  As a result, a private individual cannot seek redress in U.S. courts on the basis of an obligation created in the agreement.

Annex 2-C, Pharmaceuticals
Annex 2-C creates four basic obligations.

First, it establishes a set of general principles that highlight the importance of, and government support for, innovation and research and development.  It also recognizes the need to promote timely and affordable access to innovative medicines, as well as competitive markets or procedures that appropriately value the therapeutic significance of a medicine.
Second, it provides for transparency in the operation of federal healthcare programs that list new medicines or are involved with setting the rate of reimbursement for medicines.  The transparency requirements include basic process procedures, such as disclosing rules, ensuring that consideration for listing proposals are completed in a timely way, and that applicants are given timely opportunities to provide comments.  It also requires the federal authority to “make available an independent review process that may be invoked at the request of an applicant directly affected by a recommendation or determination.”
Third, it sets up a Medicines Working Group that will consist of federal officials from both countries, to discuss issues as they arise.

Fourth, it provides for general agreement that the countries will maintain an existing dialogue between the Food and Drug Administration, and its Australian counterpart, to encourage ways to make innovative products more quickly available.

Chapter 15, Government Procurement
Chapter 15 obliges both the U.S. and Australia to open federal government bidding on procurement contracts to suppliers from each country.  These obligations include the vast majority of all federal bodies, and some state and regional entities.  The U.S. Department of Veterans Affairs and the Department of Defense, both of which operate prescription drug programs for certain interested parties, would both be subject to this Chapter.

These obligations are identical to those already required by the Government Procurement Agreement (GPA), an international plurilateral agreement comprised of 28 signatory countries.  As a party to the GPA, the U.S. already meets these obligations.  However, Australia is not yet a party to the GPA.  Essentially, this FTA would simply extend the obligations and benefits of the GPA to Australia, for the purposes of our bilateral relationship, only.  Only minor changes, dealing with unfair trade remedies, would be required of U.S. law, in order to bring the U.S. into compliance with Chapter 15.
Chapter 17, Intellectual Property Rights
Chapter 17 ensures observation of intellectual property rights in both countries, and would thus include the rights of persons who hold the patents to pharmaceutical products.  Primarily, these obligations are focused on bringing the Australian legal regime up to U.S. standards.  As such, it simply reflects both current U.S. law, as well as the WTO’s Agreement on Trade-Related Aspects of Intellectual Property Rights.  No changes to U.S. law are necessary to implement Chapter 17.
May 18 Side Letters
On May 18, the U.S. and Australia exchanged two side letters regarding the operation of Australia’s programs.  In both instances, the letters simply clarify Australia’s understanding for how it is expected to comply with the agreement.
Who Has Standing to Challenge Violations of the Agreement?
Only the U.S. and Australia, as the sole parties to the agreement, have the legal standing to challenge potential violations of this agreement, and then could only do so before a bi-national panel as established within the agreement’s bilateral dispute settlement provisions.  There is no private right of action as a result of the obligations established in the agreement.  Citizens – including companies, associations, etc. - may only pursue actions as provided under the domestic law of the respective countries.  All such legal authorities, that would be available to persons in the U.S. and that are relevant to this agreement, are included in the legislation that implements this agreement.

The legislation introduced in Congress to implement the Australia FTA would make no changes to U.S. law, and therefore would not affect federal or state healthcare authorities in any way.  Nor does the implementing legislation make any relevant changes to existing U.S. law respecting government procurement or intellectual property rights.  No changes are made because it is the collective judgment of both the sponsoring members of Congress and the U.S. Trade Representative that current U.S. law is already in compliance with all relevant obligations created by the Australia FTA.
COMMON OBJECTIONS TO PROVISIONS OF THE AGREEMENT RESPECTING PHARMACEUTICALS
Opponents of the Australia FTA have articulated an objection to the agreement based on three allegations: (1) the agreement would prohibit reimportation of Australia’s less expensive drugs into the U.S.; (2) the agreement would create a right of private companies to challenge the drug listing and pricing decisions of the U.S. Department of Veterans Affairs; and, (3) the agreement would create a right of private companies to challenge drug purchasing and reimbursement decisions by Medicare and Medicaid.
Each of these objections is analyzed below.  Generally, it is important to remember that this agreement applies only to Australia and to no other country.  It is also important to remember that Australian domestic law currently prohibits the export of any drug from Australia that is also listed on its own domestic prescription drug program, the Pharmaceutical Benefits Scheme (PBS).  Thus, practically speaking, there are no exports from Australia that would serve as the basis for a legal action in the U.S. against any federal or state healthcare authority.
Objection #1:  The Agreement Would Prohibit Reimportation of Australian Drugs
Short Answer:  No.  Australian law prohibits the reimportation of drugs, and the agreement is not a realistic impediment to changes in U.S. law to allow drug reimportation.
This objection is based upon Chapter 17 (Intellectual Property Rights), which memorializes long-standing U.S. law, which affords patent holders the ability to block imports of patented articles.

If the United States were to change its law to deny patent holders that right – at least with respect to pharmaceutical products – then the United States would theoretically be out of compliance with the Australia FTA.  For example, the Dorgan-Snowe re-importation bill would eliminate the right of patent holders to block imported pharmaceutical products, and would therefore violate the Australia FTA.

Nevertheless, the FTA provision has no concrete impact with respect to Australia, since Australian law already forbids the export of drugs to all countries, not just to the United States.  That’s because the Australian government subsidizes consumer drug purchases, and Australia understandably wants to support only Australian consumers with those subsidies.  That also means that Australia’s law is highly unlikely ever to change –otherwise, the Australian government would be paying for foreign consumers to enjoy a lower price on their drug purchases at its expense.
 

Some may argue that members should vote against the Australia FTA because of the precedent setting value of the vote.  That is, if Congress approves the Australia FTA, the language requiring the United States to give patent holders the right to block imports will become part of the template the Administration uses in future agreements with other countries.  Those countries may not forbid drug exports, so the inclusion of the language in that agreement – unlike in the Australia FTA – could actually have a real-world impact.

 

This may be an issue of concern, but it should not cause those who believe in the benefits of the Australia FTA and would otherwise support the FTA to oppose it.  The issue of importing low cost drugs manufactured in an FTA partner country only becomes relevant when the country with which the United States is negotiating an FTA has a well-developed public health system with price controls for pharmaceutical products.  In practice, those countries are rich-world developed countries, and the Administration currently has no plans to negotiate an FTA with another rich-world economy.  If the Administration does end up negotiating with another developed country, and that country does not forbid the export of low cost pharmaceuticals, and the Administration seeks to include this language in the FTA, objections can appropriately be raised at that time.

 

The theoretical impact of the Australia FTA on a future FTA the Administration has no plans to negotiate is a slim reed upon which to rest a decision to vote against an agreement that offers the United States so many benefits.  Given the balance between the theoretical harm of the Australia FTA against the undeniable real-world benefits the Australia FTA will bring to U.S. farmers, workers, and businesses – including U.S. manufacturers, who expect to increase their net trade balance with Australia by an additional $2 billion per year – the decision should not be difficult to make.

 
At any rate, looking down the road, even if Australia did change its system, and even if Congress decided to enact a drug re-importation law, the FTA would not present an effective barrier.  If Congress voted to approve reimportation legislation along the lines of Dorgan-Snowe, which would prohibit the ability of pharmaceutical makers to block imports of its products, then presumably Congress would also decide it wanted the U.S. to modify Chapter 17 for the limited purpose of pharmaceuticals.  Thus, nothing in the FTA would preclude the U.S. from adopting a drug reimportation bill.  Australia, assuming for the sake of illustration that it has become an exporter of interest, would likely welcome such a change in U.S. law and would welcome a bilateral consultation with the U.S. to make such a change to the agreement – a consultation expressly provided by the agreement.
Objection #2:
The Agreement Would Create a Right of Private Companies to


Challenge the Decisions of the U.S. Department of Veterans Affairs
Short Answer:  False – the U.S., as a party to the GPA, is already required to meet these same obligations, with respect to the other 27 parties to the GPA.

This objection is based on provisions in Chapter 15 (Government Procurement).  Specifically, objections rely on Article 15.11, which provides for the “Domestic Review of Supplier Challenges.”  Among other things, Art. 15.11: (1) encourages a supplier to seek resolution of its complaint in consultation with the procuring entity; (2) requires each country to maintain at least one impartial and independent administrative or judicial authority to receive and review challenges submitted by suppliers; and, (3) requires each country to ensure the impartial and independent administrative or judicial authority have the power to take prompt interim measures.
None of these provisions would create a new obligation of the U.S., since each obligation is already imposed upon the U.S. by the Government Procurement Agreement (GPA), a plurilateral agreement established in 1994 as a part of the Uruguay Round Agreement, which created the WTO.  The GPA, in turn, was based upon a predecessor agreement first negotiated as a part of the 1979 Tokyo Round of the old GATT.  The GPA has 28 signatories, including all members of the European Union.  The U.S. has been a party to the agreement from the beginning.
As such, the Australia FTA creates no new obligations that are not already a part of current U.S. law.  Thus, no change to current practice would be required of any U.S. federal or state healthcare authority.  For example, appeal to the Court of Federal Claims, on the basis of a failed bid for a government contract, could be met by the prompt interim measure provided by a simple injunction.
However, since Australia is not a party to the WTO’s GPA, negotiators deemed it necessary to outline these obligations in this agreement, so that the benefits and obligations – which the U.S. already observes – would also be required of Australia, at least with respect to its dealings with U.S.-based suppliers.

Objection #3:
The Agreement Would Create a Right of Companies to Challenge Decisions by Medicare or Medicaid
Short Answer:  False – again, the agreement only requires obligations that are already satisfied by current U.S. law.  The implementing legislation reflects this point, as it makes no changes to current U.S. law.
This objection is based on Annex 2-C, paragraph 2, which requires transparency by the federal healthcare authorities of each country.  In particular, paragraph 2 requires each country “to make available an independent review process” in the case of an applicant directly affected by the decision of a relevant healthcare authority.  This independent review process is non-binding on the relevant healthcare authority – in other words, the independent panel rendering a review opinion could only offer advice or guidance, but would have no authority to overturn a decision.

At least in its negotiation, paragraph 2 contemplated changes only to Australia’s PBS.  The U.S. deems its current systems already to be in compliance with the obligations of paragraph 2.

Further, since paragraph 2 only creates obligations for federal healthcare authorities, and since the implementing legislation assumes the position that Medicaid agencies are state entities for the purposes of the agreement, no new obligations are required under for Medicaid.  This is why the legislation implementing the Australia FTA makes no changes to current U.S. law.
Moreover, it is difficult to imagine a formal challenge under that premise, since only Australia - and not a drug company - would have standing to challenge a U.S. action (or non-action) pursuant to the obligations under this agreement.
How a U.S. Violation Might Be Resolved

To illustrate, consider the following example.  According to officials in State X, their system does not currently provide for an independent review process for its purchasing or reimbursement decisions.  For State X to be subject to a dispute proceeding under the Australia FTA that would require some change to their current practice, several steps would have to occur.
First, a drug company (presumably a U.S. based company, since Australia prohibits export by its own companies) would have to be sufficiently aggrieved that it was not given an opportunity to file a complaint under the state’s supplemental rebate program with a review panel that, at any rate, lacked the power to overturn the underlying decision of the state agency.  [Note:  At this point, the underlying decision by State X’s agency goes into effect – it is not held up by any dispute proceedings initiated under the Australia FTA.  Only after resolution of a bi-national dispute petition, as described below, would any change of action by required by State X.]

Second, the drug company would then have to convince Australia to take up the cause of this company and to bring a formal petition on its behalf against the U.S., pursuant to the bi-national dispute settlement provisions of the agreement.
Third, after a period of unsuccessful consultations, consuming months or even years, between the U.S. and Australia over the matter of reimbursement under State X’s supplemental rebate program, the dispute would go before a panel comprised of experts (from Australia and the U.S.) and mutually agreeable to each country.

Fourth, this bi-national panel would have to make a determination that the U.S. had violated the agreement, on the grounds that State X’s agency was actually a federal authority for purposes of the agreement and that the U.S. should have enacted a law requiring each state Medicaid agency to make provision for such non-binding, independent review panel.

Fifth, the U.S. would then have to decide that it would rather enact this new requirement of Medicaid agencies, rather than simply resolving the matter by paying compensation (which would be zero since Australia failed to suffer any actual injury to any of its own companies) or by simply accepting the worst-case penalty, which would be the nullification of any corresponding obligation (i.e. non-binding, independent review process of a PBS decision).
Sixth, assuming the U.S. actually decided to enact changes to the federal Medicaid statute to require such transparency process, then State X would have to allow the original company to go before some independent panel of, say, university experts.  This panel of university experts could then agree or disagree that the company had been wrongfully treated by State X, but would be unable to offer any enforceable remedy, except to say, in effect:  ‘Yes, we agree, they should have given you the bid, but there’s nothing we can do about it.’

This entire process could consume several years, but in the meantime the underlying decision by State X’s Medicaid agency would continue as originally issued, in lieu of a resolution to the bi-national dispute.  In the end, Australia would have expended thousands, perhaps millions, of its federal funds pursuing this case (as would the U.S.), all in an effort to give a drug company a chance at a non-binding review.
This scenario is far-fetched and unlikely, but it is precisely the scenario that would have to occur, since the implementing legislation before Congress makes no changes to U.S. law pertaining to Medicare or Medicaid.
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