
 

Memo 

 

From: Todd Tucker, Public Citizen
1
 

Date: June 14, 2012 

Re: Proposed Trans-Pacific Partnership rules could undermine drug cost containment provisions 

of Medicare, Medicaid and Veterans’ Health, hurting seniors, military families and the poor 

 

Summary 

 

Unbeknownst to the public and many policymakers, “trade” deals that are now being negotiated 

by the Obama administration could undermine access to affordable medicines in the United 

States. It has been an open secret among trade negotiators that U.S. pharmaceutical companies 

have pushed to limit countries’ drug price containment measures, such as through the recent 

bilateral U.S. “free trade” agreements (FTAs) with Korea and Australia. 

 

But the following analysis shows in detail (for the first time) that current U.S. efforts to reduce 

drug costs could be undermined by trade agreements such as the Trans-Pacific Partnership (TPP) 

FTA, which the Obama administration is currently negotiating. The U.S. programs that could be 

implicated by TPP proposals include Medicaid, Medicare, the Department of Defense’s 

TRICARE program for active military personnel, the Veterans Health Administration and the 

340B program. We base our analysis on leaked texts of a new “Annex on Transparency and 

Procedural Fairness for Healthcare Technologies” that the Office of the U.S. Trade 

Representative (USTR) has submitted for inclusion in the TPP. We also show how proposed 

changes to Medicare championed by President Obama would clearly risk violating this TPP 

annex. Throughout, we show how trade tribunals are less likely to defer to health care program 

officials than do national judges, including conservatives like Justices Scalia and Thomas. We 

conclude with a suggested change to the TPP to insulate smart drug price containment strategies.  

 

This analysis will be useful to health care policymakers and advocates seeking a better 

understanding of the intersection between “trade” policy and drug price containment. 

Additionally, this will help trade negotiators from other countries who may not appreciate the 

extent to which the TPP policies advocated by the Obama administration would not only prove 

detrimental to developing countries, but also not be acceptable to the U.S. public and legislators. 

 

Introduction 

 

Two of the most pressing items on nations’ policy agendas are government budget deficits and 

rising health care costs. For the many countries that provide government support, subsidies, or 

administration to the health care sector, the two items are intimately connected.  

 

In the United States, rising health care costs are the number one factor in long-term budget 

deficit projections. The federal government is responsible for huge volumes of expenditure on 
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health care through its medical assistance entitlement programs.
2
 Growing pharmaceutical costs, 

in turn, are one of the most important reasons for exploding health care costs. According to the 

Government Accountability Office (GAO), drug prices increased 70 percent faster than prices 

for other health care goods and services over 2006-2010.
3
  

 

In an economically rational world, the large size (and attendant negotiating leverage) of the 

federal government would be marshaled to aggressively lower pharmaceutical costs through 

direct negotiations with pharmaceutical companies in government-established health programs. 

Instead, current U.S. practices go in almost the opposite direction. Our government aggressively 

intervenes in markets to establish monopoly patent protection (which raises pharmaceutical 

costs), while restraining its own potentially beneficial negotiating role in bargaining down these 

prices. 

 

Unsurprisingly, the burgeoning drug price-driven, long-term deficit has produced calls from 

diverse corners to reform how the government navigates drug prices. Various U.S. states give 

explicit preference for lower-cost drugs. Bills pending before Congress would empower the 

federal government to leverage its purchasing power to get lower drug prices for Medicare. Even 

as a presidential candidate in 2008, President Obama said that he supports allowing the 

government to directly negotiate with drug companies to keep prices low for Medicare. Such a 

proposal is still on President Obama’s agenda to lower the federal budget deficit. 

 

But the Office of the U.S. Trade Representative is set to undermine the administration’s own 

domestic health care cost initiatives through the TPP. The TPP is being negotiated in secret with 

government officials and corporate executives from Australia, Brunei, Chile, Malaysia, New 

Zealand, Peru, Singapore, Vietnam and the United States. The draft negotiating documents are 

hidden from the public, though over 600 corporate executives have access to the documents and 

the negotiations themselves.
4
  

 

Drafts of a few sections of the TPP text have leaked to the public, giving a window into what 

draconian policies may be in store. A leaked annex text, with the Orwellian name, “Transparency 

and Procedural Fairness for Healthcare Technologies,” indicates that even the existing modest 

steps that the government takes to reduce pharmaceutical costs could be undermined by the TPP. 

And any future change to U.S. medical assistance programs along the lines recommended by 

most budget and health care economists would unquestionably risk running afoul of the draft 

TPP rules. 

 

Is this a case of one arm of the Obama administration not knowing what the other is doing? Do 

they just not understand the implications of their own TPP proposals? Are pharmaceutical 

companies – which want to undermine cost containment measures successfully utilized by TPP 

partners like New Zealand and Australia – simply pushing the administration to back their 

overseas agenda without disclosing the negative boomerang impact this could have on U.S. cost 

containment measures?
5
 Or is undermining domestic cost containment through means obscured 

by complicated “trade” negotiations actually a plan of some elements of the administration? 
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Congress, the press and the public must begin to ask these questions. Even more importantly, 

they must realize the TPP’s threat to pharmaceutical cost containment. 

 

The TPP negotiations are but one element in a long-term global campaign to attack 

pharmaceutical cost control measures. Drug companies successfully inserted strong patent 

protections for drugs in the 1994 World Trade Organization (WTO) Agreement on Trade Related 

Aspects of Intellectual Property Rights (TRIPS), largely cutting off a path to cheaper drugs 

through quicker-to-market generic drug production. They have since expanded monopoly patent 

rights beyond TRIPS via FTAs. Since the TRIPS, drug companies have trained their sights on 

techniques that governments employ to reduce the cost of public drug benefit programs, both in 

the United States and abroad. They have used U.S. courts to challenge aspects of state Medicaid 

drug programs. When the challenges failed, they pushed extreme proposals in the negotiations 

for the U.S. FTAs with Australia and Korea aimed at creating new means to challenge 

government drug pricing policies, and the TPP language is yet more extreme.  

 

While this report seeks to conduct a detailed analysis to determine which parts of the U.S. public 

drug benefit programs could run afoul of the TPP, it is essential to keep in mind the broader 

context of pharmaceutical corporations’ campaign against lower drug costs. This context has 

been consistently monitored by academic, legislative and watchdog groups like the National 

Legislative Association on Prescription Drug Prices, American University Washington College 

of Law’s Program on Information Justice and Intellectual Property, Georgetown University Law 

School’s Harrison Institute, and the Forum on Democracy and Trade, which have also begun 

calling attention to the specific threats posed by the TPP to formulary policy.
6
 The present memo 

is in the spirit of that work, although its focus is narrower. 

 

Our first section lays out the TPP rules on pharmaceutical reimbursement and formularies, and 

discusses some of the ways that these could fall afoul of U.S. cost containment efforts. The 

second section explores the extent to which potential “carve-outs” in the text may insulate some 

of the U.S. programs from challenges. USTR, which is the lead government agency on FTAs like 

the TPP, has claimed for years that the pharmaceutical provisions of the TPP and similar past 

FTAs do not implicate current U.S. programs.
7
 While USTR maintains that our “trade” pacts are 

drafted in such a way as to carve out the byzantine U.S. pharmaceutical policies,
8
 this is 

misleading. Indeed, the TPP would seem to require appeal rights for drug companies dissatisfied 

with agencies’ pricing decisions, whereas they have little to no such rights now. 

 

In any event, any move that the United States might make to address the inefficiencies and cost 

overruns of our current health care approach would almost certainly run afoul of the TPP (as 

would the successful programs of other countries like New Zealand and Australia, which seem to 

be the unambiguous targets of the U.S. TPP proposal). Accordingly, the third section of our 

report explores how some of the proposed changes to U.S. medical programs would almost 

certainly risk violating the TPP. 
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The threat is real. As we detail in the fourth section, Korea has already been pressured to water 

down its national health care policies following the signing of a U.S. FTA, which is less 

draconian than what is being proposed in the TPP.  

 

Our final section concludes by recommending a change to the TPP to allow for the United States 

and other countries to address the cost explosions in health care. 

 

Our paper assumes some knowledge of the approaches to cost containment. For those seeking a 

more comprehensive introduction, Appendix I notes some of the history of effective cost 

containment measures in other nations. In Appendix II, we review the extent to which our major 

drug programs – including Medicaid, Medicare, the Department of Defense’s TRICARE 

program, the Veterans Health Administration (VHA) and the 340B initiative – limit the 

government’s role in negotiating for lower prices.  

 

(Before moving into the body of the report, it’s worth noting what we do not attempt to do 

below. We have no major analysis of the standard FTA chapters on intellectual property, 

procurement or investment, all of which could impact health care policy. We do not even explore 

every provision of the leaked TPP annex on health care technologies, or the implications for 

every U.S. health care program in existence. Instead, we focus on just a few provisions of the 

TPP annex, and their implications for a few of the major U.S. health care programs: Medicare, 

Medicaid, TRICARE, the VHA and the 340B program. Also, the potential impact of the TPP on 

developing countries’ drug costs is very concerning, but discussion of that issue is outside of the 

scope of this report.
9
) 

 

I. The TPP Rules on Formularies / Reimbursements and Possible Implications for U.S. 

Cost Containment Programs 

 

In 2011, a copy of the TPP Annex on Transparency and Procedural Fairness for Healthcare 

Technologies was leaked to the press. It is different from provisions in previous trade 

agreements, so it merits some close attention. (The leaked text from June 2011 can be found 

here: http://www.citizenstrade.org/ctc/wp-

content/uploads/2011/10/TransPacificTransparency.pdf.) 

 

Draft TPP Rules on Administration of Reimbursement Policies  

 

The first core obligation of the new annex, contained in Paragraph X.2(3), says: “Each Party 

shall ensure that all measures of general application at the central level of government respecting 

any matter related to reimbursement for pharmaceutical products or medical devices are 

administered in a reasonable, objective, consistent, non-discriminatory, and impartial manner.”  

 

Other than the first adjective, this standard seems at odds with rights under U.S. law. A 

pharmaceutical company that disliked the administration of reimbursement practices by a U.S. 

agency would generally be required to show that agency action was unreasonable, arbitrary, 

http://www.citizenstrade.org/ctc/wp-content/uploads/2011/10/TransPacificTransparency.pdf
http://www.citizenstrade.org/ctc/wp-content/uploads/2011/10/TransPacificTransparency.pdf
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capricious, an abuse of discretion, or otherwise not in accordance with law. And the deference 

shown to agencies by courts is considerable, and the agency’s interest in minimizing acquisition 

or regulatory costs is typically accorded great weight. In contrast, the TPP annex appears to go 

beyond the U.S. standards and it contains no institutional features that would require a 

dispute settlement panel to defer to national regulators.  
 

So, what would the adjectives “reasonable, objective, consistent, non-discriminatory, and 

impartial” mean? They are not defined, but we can draw some conclusions based on existing 

trade law jurisprudence under the WTO, whose rulings are treated with reverence in other trade 

law contexts. While interpretations of these words in the WTO context would not constitute 

binding precedent for a TPP dispute settlement panel, an examination of these documents can 

help provide some clues as to how the words might be considered. However, it is critical to 

undergird this analysis with a fundamental consideration: if such standards are inserted in a 

“trade” agreement, then a trade agreement dispute resolution panel comprised of three trade 

experts would be empowered with enormous discretion to determine what the terms require. 

Such decisions, which could have major negative implications for domestic health policies, are 

not subject to outside appeal in domestic court systems.  

 

Reasonable administration  

 

The panel in the recent Thailand – Cigarettes WTO dispute stated that “The term ‘reasonable’ is 

defined as ‘in accordance with reason’, ‘not irrational or absurd’, ‘proportionate’, ‘sensible’, and 

‘within the limits of reason, not greatly less or more than might be thought likely or 

appropriate’.” The panelists noted that a provision of the WTO’s General Agreement on Tariffs 

and Trade (GATT) prohibits “arbitrary or unjustifiable” administration of a government policy: 

“in examining whether an import ban provisionally justified under Article XX(b) for the purpose 

of protecting human health and life was applied in an unjustifiable or arbitrary manner, the 

Appellate Body in Brazil – Retreaded Tyres reasoned that ‘the analysis of whether the 

application of a measure results in arbitrary or unjustifiable discrimination should focus on the 

cause of the discrimination, or the rationale put forward to explain its existence’.” The Thailand 

– Cigarettes panel – which was tasked with examining the reasonableness of a Thai policy of 

putting officials responsible for collection of customs duties on imported cigarettes on the board 

of a state-owned domestic cigarette manufacturer – concluded that the Complainant (the 

Philippines) had not established that the Thai reason for this policy (conserving resources by 

putting people with expertise in dual functions) was not legitimate.
10

 

 

Based on this case, it would seem that governmental health care administrators could 

aggressively push for cost savings, and that this could be seen as a “reasonable administration,” 

so long as the reasons for particular modes of administration were offered. It is entirely possible, 

however, that the goal of cost savings might justify a program administration that is not totally 

transparent in some instances, and where reasons might not always be provided. Indeed, not 

giving reasons might maximize information asymmetry and thus the government’s negotiating 

leverage with pharmaceutical companies. In such an instance, a health program administration 
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could run afoul of the TPP. This is not a mere hypothetical: U.S. administrative judges hearing 

challenges to TRICARE have concluded that officials are not obligated to explain the weight that 

they gave to various aspects of a drug company bid. 

 

Objective administration  

 

Article VI(1) of the WTO’s General Agreement on Trade in Services requires “objective” 

administration, but this article has not yet been interpreted by the Appellate Body. The dictionary 

definition of objective is “expressing or dealing with facts or conditions as perceived without 

distortion by personal feelings, prejudices, or interpretations.” As long as government 

administrators weren’t determining reimbursement policies through a personal or subjective lens, 

this provision of the TPP would be unlikely to pose a problem. However, individual 

administrators dealing with Medicaid preferred drug lists (PDLs) and prior authorization 

programs (PAP) may have a certain amount of individual discretion when it comes to 

administering requests for treatment or payment. It is possible that such decisions may contain 

elements of subjectivity. While not necessarily damaging to the goal of containing drug costs, 

such subjectivity in administration may violate the TPP annex rules.  

 

Consistent administration  

 

“Consistent” is defined as “marked by harmony, regularity, or steady continuity: free from 

variation or contradiction.” “Consistent administration” is mentioned in a WTO agreement on 

rules of origin, but it has not been definitively interpreted.  

 

A requirement that pharmaceutical reimbursement policies be administered in a fashion “free 

from variation” would be deeply worrying. Medicaid would especially risk running afoul of 

these rules, since over 50 different subfederal processes are established to run the same federal 

program. The Veterans Affairs (VA) and TRICARE explicitly treat companies inconsistently on 

the basis of whether or not they sign a master agreement with the agencies, or whether they agree 

to additional supplemental discounts. These agreements in turn can affect drug companies’ 

treatment under Medicare and Medicaid. This could run afoul of the TPP obligation. Likewise, 

decisions on PDLs made by myriad different administrators may lack consistency across the 

board. This may also run afoul of the draft TPP text.  

 

Non-discriminatory administration  

 

This is another requirement that seems deeply at odds with U.S. legal practice. In 2004, 

pharmaceutical companies brought claims alleging that state Medicaid practices violated the 

Commerce Clause of the U.S. Constitution, which is a type of claim closest to trade law anti-

discrimination rules. Justices Scalia and Thomas – two deeply conservative judges that are often 

favorable to corporations – wrote separate concurring opinions that such an argument could not 

prevail in U.S. law.  
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In the EC-Bananas III case, a WTO panel found that Europe’s allocation of banana distribution 

service licenses by companies’ core activities (i.e. primary importers, secondary importers and 

ripeners) was discriminatory. Although national origin was not an overt factor in the allocation, 

the latter two activity groups tended to be from Europe or recent European colonies.
11

 The more 

recent U.S.-Tuna II case found that the U.S. dolphin-safe tuna labels discriminated against 

Mexico, even though there was nothing inherent to Mexican tuna that made it less able to qualify 

for the labels, and though the country could and did sell tuna to U.S. consumers.
12

 

 

Indeed, the case law suggests that administration of pharmaceutical reimbursement policies that 

did not have the aim or effect of discriminating
13

 could still constitute “discriminatory 

administration.” Any pharmaceutical reimbursement administration that altered the conditions of 

competition against foreign pharmaceutical companies on a per-unit basis could run afoul of this 

TPP obligation. For instance, requiring paperwork or discounts from all pharmaceutical 

companies could contravene this TPP rule if foreign drug companies continue to complain that 

the paperwork is more onerous for them in practice, even if that argument has no basis in 

legislative intent or design.  

 

Impartial administration  

 

In the Thailand – Cigarettes case mentioned above, the panel wrote: 

 

The term ‘impartial’ can be defined as ‘adjective 1. not favouring one party or side more 

than other; unprejudiced, unbiased; fair’.  The word ‘partial’ means ‘A. adjective. I 1 a 

Inclined beforehand to favour one party in a cause, or one side of a question, more than 

the other, prejudiced, biased. Opp. Impartial’.  Based on the ordinary meaning, therefore, 

impartial administration would appear to mean the application or implementation of the 

relevant laws and regulations in a fair, unbiased and unprejudiced manner… Argentina – 

Hides and Leather is the only WTO dispute to date in which the impartiality requirement 

under Article X:3(a) was addressed. In that dispute, the feature of the administrative 

process at issue was the presence of a private party with conflicting commercial interests 

in the customs process. The panel considered that the consistency of the customs process 

with the impartiality requirement of Article X:3(a) would depend on what that party is 

permitted to do. That panel found that the answer to this question was related directly to 

the question of access to information as part of the product classification process. It was 

the view of the Panel that whenever a party with a contrary commercial interest, but no 

relevant legal interest, is allowed to participate in the customs process, there is an 

inherent danger that the customs laws, regulations and rules will be applied in a partial 

manner so as to permit persons with adverse commercial interests to obtain confidential 

information to which they have no right. The panel nevertheless considered that this 

situation could be remedied by adequate safeguards to prevent an inappropriate flow of 

one private person's confidential information to another as a result of the administration 

of the implemented customs law at issue.
14

  

 



 

 

 

Page 8 of 46 

 

“Partial administration” of a pharmaceutical reimbursement policy might then consist of an 

instance where a Party with a contrary commercial interest is permitted to set reimbursement 

rates. Health care administrators have a commercial (or at least statutory or budgetary) interest in 

lower reimbursement rates, and administer the program accordingly. This is an interest contrary 

to that of the drug companies that will be affected by the reimbursement rate. If interpreted as 

such, an array of U.S. medical programs could violate this proposed TPP provision. 

 

 

Drug Companies Could Use Expansive Investment Definition to Target Regulations 

 

U.S. “trade” agreements, dating back to the North American Free Trade Agreement (NAFTA), 

have contained so-called investor-state provisions that establish a mechanism for companies to 

directly challenge government policies that interfere with future expected profits related to their 

“investments.” The definition of forms an investment can take is extraordinarily broad: (a) an 

enterprise; (b) shares, stock, and other forms of equity participation in an enterprise; (c) bonds, 

debentures, other debt instruments, and loans; (d) futures, options, and other derivatives; (e) 

turnkey, construction, management, production, concession, revenue-sharing, and other similar 

contracts; (f) intellectual property rights; (g) licenses, authorizations, permits, and similar rights 

conferred pursuant to domestic law; and (h) other tangible or intangible, movable or immovable 

property, and related property rights, such as leases, mortgages, liens, and pledges.   

 

Pharmaceutical companies are beginning to utilize the investor-state mechanism. The Canadian 

drug company Apotex filed three cases under the investor-state dispute mechanism in NAFTA. 

This was done to demand payment for its “lost investment” due to the U.S. Food and Drug 

Administration’s (FDA) regulatory decisions. In two cases filed in 2008 and 2009, Apotex 

demanded of the U.S. government a total of $16 million for failure to approve its drugs for sale.
15

 

Both cases are still pending. In February 2012, Apotex filed yet a third case against the United 

States under NAFTA in which it claims $520 million in damages due to an FDA “import alert” 

against its drugs for substandard manufacturing practices.
16

 

 

As of now, the leaked TPP chapter on health care technologies does not appear to be investor-

state enforceable, meaning that only signatory governments could file claims. However, drug 

companies with qualifying investments in the United States could attempt to challenge 

government cost-containment measures as denials of national treatment or fair and equitable 

treatment, among other worrying investment chapter disciplines. (For analysis of the recently 

leaked TPP investment chapter, see: http://bit.ly/KTBigf.) 

 

 

Pricing Disciplines in the TPP Annex – Alternative 1 

 

How might the U.S. cost containment programs be incompatible with the substantive obligations 

of the leaked TPP Annex? The ten subparagraphs within Paragraph X.3 outline the rules that 

these programs must comply with, but subparagraphs (d) and (e) are arguably the most 

http://t.co/rp51WINv
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impactful: they describe the two alternative means by which a government must determine the 

prices that are paid for drugs.  

 

Subparagraph X.3(d) – which contains the first alternative – reads in part that a Party to the TPP 

shall: “(d) ensure that the Party’s determination of the reimbursement amount for a 

pharmaceutical product or medical device has a transparent and verifiable basis consisting of 

competitive market-derived prices in the Party’s territory, …” It is not clear that any U.S. 

health care cost containment program would meet this standard, as most involve statutory 

price controls or the use of government contracting to lower costs. 
 

The term “competitive market-derived prices in the Party’s territory” is not defined in the leaked 

TPP text, nor does that precise term appear in WTO agreements. However, a closely related term 

is utilized in the WTO’s Agreement on Subsidies and Countervailing Measures (SCM) Article 

14(d). The appropriate calculation of “benefits” in subsidy analysis is defined in the following 

terms: “the provision of goods or services or purchase of goods by a government shall not be 

considered as conferring a benefit unless the provision is made for less than adequate 

remuneration, or the purchase is made for more than adequate remuneration. The adequacy of 

remuneration shall be determined in relation to prevailing market conditions for the good or 

service in question in the country of provision or purchase (including price, quality, availability, 

marketability, transportation and other conditions of purchase or sale).” (italics added) 

 

The two major cases to touch on this provision involved challenges, by Canada and China, to the 

U.S. Department of Commerce’s methodology for calculating anti-dumping or countervailing 

duties on exports to the United States from Canada and China. In both cases, the United States 

utilized prices other than those prevailing in the Canadian and Chinese economies, on the basis 

that government involvement in the sectors in question made these prices non-market based. In 

both cases, the WTO ruled that Canada and China had not met their burden of proof with respect 

to Article 14(d) (thus handing the United States a partial win), but ruled against the U.S. 

measures on other grounds. The TPP pharmaceutical annex may be read as an attempt to 

remove any uncertainty about the U.S. position on the desired characteristics of market 

prices. 
 

In the first case noted above (U.S.-Softwood Lumber IV), the United States attempted to persuade 

the lower panel and Appellate Body (AB) that the word “market” in the SCM Article 14(d) 

context must mean “undistorted by the government intervention.”
17

 The AB felt that the U.S. 

approach “goes too far” but that nonetheless “prices of similar goods sold by private suppliers in 

the country of provision are the primary benchmark” for establishing the existence of non-market 

remuneration. The AB also noted that benchmarks must be related to local prices.
18

 The 

exception to the rule of using private prices as benchmarks is if “private prices in that country are 

distorted because of the government’s predominant role in providing those goods.”
19

 The AB 

noted that “[w]henever the government is the predominant provider of certain goods, even if not 

the sole provider, it is likely that it can affect through its own pricing strategy the prices of 

private providers for those goods.”
20

 However, the AB refused to rule on the suitability of using 
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prices from outside the country, nor what would be precisely the appropriate alternative 

benchmark when the government predominates the market.
21

  

 

In the second case (US – Anti-Dumping and Countervailing Duties (China)), the AB wrote that 

government predominance in the market can refer to both its market share and its “market 

power,” and that either can lead to “price distortion.”
22

  

 

Both cases may shed some light on the U.S. formulation in the TPP of requiring reimbursement 

amounts to have “a transparent and verifiable basis consisting of competitive market-derived 

prices in the Party’s territory.”  

 

- The requirement that the market be “competitive” suggests an attempt to close the perceived 

loopholes from previous trade law cases that did not read markets as necessarily needing to 

be competitive. Standard dictionaries do not refer to “competition” in the specific way that it 

is used in economic contexts. The specialized meaning of competitive market in the 

economics context is (as a leading textbook puts it): “a market in which there are many 

buyers and many sellers so that each has a negligible impact on the market price.”
23

 In a 

competitive market “[e]ach buyer and seller takes the market price as given.”
24

 The textbook 

notes that “[i]n some markets, a single buyer or seller (or a small group of them) may be able 

to control market prices,” an ability known as market power. The exercise of market power is 

incompatible with a competitive market since one or more market actors are no longer price 

takers, but are price makers. 

- The requirement that the prices be “derived” from a competitive market suggests a tighter 

nexus than simply requiring that prices be “in relation with” competitive market prices. The 

verb “to derive” is defined as “a : to take, receive, or obtain especially from a specified 

source b : to obtain (a chemical substance) actually or theoretically from a parent 

substance.”
25

 Accordingly, the TPP discipline would seem to suggest that the reference prices 

must be “taken from” the competitive market – not the looser standard of “relating to” 

explored in the US-Softwood Lumber IV context. 

- “Consist” is defined as to be “composed or made up —usually used with of”
26

 In other 

words, the reimbursement amount must be “made up of” the “competitive market prices.” 

Again, the nexus here is tighter than in the US-Softwood Lumber IV case. 

- “Basis” is defined as “1: the bottom of something considered as its foundation  2 : the 

principal component of something 3 a : something on which something else is established or 

based b : an underlying condition or state of affairs <hired on a trial basis> <on a first-name 

basis>”
27

 So a reimbursement amount must have as its foundation the competitive market 

prices. Again, a tighter nexus than in the WTO cases. 

- “Transparent” is defined as “a : free from pretense or deceit : frank b : easily detected or 

seen through : obvious c : readily understood d : characterized by visibility or accessibility of 

information especially concerning business practices.” “Verifiable” is defined as capable of 

being “verified,” defined as “1: to confirm or substantiate in law by oath 2 : to establish the 

truth, accuracy, or reality of <verify the claim>”
28

 Taken together, the reimbursement amount 



 

 

 

Page 11 of 46 

 

should have as its basis the competitive market price, and this should be obvious and easy to 

document. 

  

As noted, U.S. medical reimbursement programs may not conform to the stringent standard of 

setting drug prices based on “competitive market-derived prices.” The VHA uses blanket 

purchase agreements (BPAs) and national standardization contracts (NSCs) “to guarantee drug 

companies a high volume of use in exchange for lower prices.”
29

 Thus, the VHA uses its market 

power, derived from large purchasing volume, to be a price maker rather than a price taker, 

which means that its price setting procedure is not based on competitive market-based prices. As 

noted below, these two programs could be protected by footnote 1 in the annex that carves out 

procurement practices. However, it is less clear whether the “Big Four” and general Federal 

Supply Schedule (FSS) procedures would be carved out of the TPP annex, since these are not 

necessarily procurement related, but imply substantial discounts relative to the (patent-protected) 

“market price” for the pharmaceuticals.  

 

If challenged under the TPP, the United States might attempt to argue that the fact that the Big 

Four and FSS discounts are “relative to” the market price should imply that the prices actually 

paid are “market-derived prices.” However, that argument could be made with respect to 

virtually any national policy that paid pharmaceutical companies less than the “market price,” so 

treaty interpreters would be unlikely to give such a lenient reading of “market-derived” much 

weight, and would require a tighter nexus to the actually prevailing prices on the market. In any 

case, the plain language of the TPP annex goes out of its way to require a much tighter nexus 

than simply “relating to,” as noted above. 

 

Medicaid’s requirement that drug manufacturers sign a rebate agreement with the federal 

government in order to have their drugs covered by the state Medicaid programs may also violate 

the proposed subparagraph X.3(d). Medicaid uses the market power of all of the state Medicaid 

programs to lower the effective price of the drug below the competitive market price.
30

 Likewise, 

the Upper Price Limit likely exerts some downward pressure on the price of drugs.  

 

Under Medicare Part D, the federal government approves the private plans’ formularies, and sets 

certain limits on their restrictiveness. Moreover, the Medicare guidelines do allow private plans 

to take pharmacoeconomic considerations into account. Since Paragraph X.3(d) requires that 

governments “ensure that… reimbursement” amounts be “market-derived,” Centers for Medicare 

& Medicaid Services (CMS), the federal agency charged with administering Medicare and Medicaid, 
could be found to be not ensuring that the private plans make reimbursement decisions based on 

the market. It would be ironic if pharmaceutical firms used the TPP concept of competitive 

markets to undermine Medicare Part D private sponsors’ reimbursement practices. The purpose 

of not having the government manage these plans directly is ostensibly to increase the role of the 

“competitive market.” However, if these private actors (operating under Medicare guidelines) 

produce reimbursement amounts that are seen as not based on competitive markets, then the U.S. 

government could nevertheless be held liable for these private companies’ actions. 
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Indeed, some actors, such as the National Community Pharmacists Association, have already 

made arguments that Pharmacy Benefits Managers (PBMs) under Medicare Part D produce 

uncompetitive market effects:  

 

PBMs harm consumers by using their market power to reduce compensation to 

pharmacies. As noted below the PBM market is highly concentrated and that enables 

them to exercise ‘monopsony’ or buyer power to reduce compensation to the pharmacies 

that provide dispensing services. Although a reduction in compensation may appear 

attractive from the perspective of a buyer of PBM services, that attraction is misleading. 

The savings from reducing compensation is not passed on to buyers in lower prices 

because of the market power of PBMs. Moreover, ultimately the consumer of drugs is 

harmed because there are fewer pharmacies available because of reduced reimbursement 

rates, or other forms of pharmacy services diminish. Leaving the PBM scheme unfettered 

and without oversight to ensure true open competition, along with leaving matters to 

litigation, is unworkable.
31

 

 

Under Medicare Part B, alterations to pass-through status of new drugs can lead to major 

changes in how much the drug manufacturer might expect to recoup. Pharmaceutical companies 

may complain that agency actions that strip new drugs of pass-through status constitute an 

attempt to impose non-market derived prices.  

 

 

Consistent Competition? 

 

The TPP Annex’s requirement for “consistent” application of the concept of “competitive market 

prices” suggests that not only would government programs to exercise market power and push 

down drug prices be in violation of subparagraph X.3(d), but so would our regime of patent 

protection. Specifically, subparagraph X.3(d) would seem to contrast with the exercise of market 

power by drug suppliers. On the face of the provision, no actor must set prices below or above 

the price in a competitive market. Government-granted monopolies in the form of 

pharmaceutical patents may seem to transform the market for these drugs into a noncompetitive 

market.  

 

However, treaty interpreters would examine the meaning of subparagraph X.3(d) in its context, 

i.e. the remainder of the TPP text. The leaked TPP chapter on intellectual property provides 

robust protection of patents, so treaty interpreters would interpret subparagraph X.3(d) as 

permitting the supplier-side market power that is the result of patents.
32

 Furthermore, the U.S.-

Australia FTA, a forerunner of the TPP, explicitly states that “a patent does not necessarily 

confer market power” for the purposes of determining whether a practice is anti-competitive.
33

 

Given that exercise of market power by patent would be permitted, the only market power that is 

not permitted is that exercised by a government regulator. 
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Pricing Disciplines in the TPP Annex – Alternative 2 

 

Subparagraph X.3(d) also allows Parties to determine reimbursement amounts in an alternative 

fashion if it has “an alternative transparent and verifiable basis consisting of other benchmarks 

that appropriately recognize the value of the patented or generic pharmaceutical products or 

medical devices at issue.”  

 

The context for this alternative formulation is of course the rest of the TPP. It would seem that 

Alternative 2, in light of Alternative 1, would have to express a more lenient standard than 

“competitive market-derived” reimbursement prices. At the same time, both alternatives exist in 

the broader TPP context of extreme intellectual property protection. Alternative 2 would be 

relatively lenient, but still not a carte blanche for health administrators to reimburse at any rate 

they wish. In any case, the VA and TRICARE programs could run afoul of these TPP rules, 

since they allow administrators to privilege drugs based on how quickly their patent is 

likely to expire. This is irrespective of the “value” that the manufacturer feels should be 

attributed to the drug. 
 

Let’s define the key elements of Subparagraph X.3(d): 

 

- “Value” is defined as “1 : a fair return or equivalent in goods, services, or money for 

something exchanged  2 : the monetary worth of something : market price 3: relative worth, 

utility, or importance <a good value at the price> <the value of base stealing in baseball> 

<had nothing of value to say>.”
34

  

- “Appropriate” is defined as “especially suitable or compatible : fitting <an appropriate 

response> <remarks appropriate to the occasion>.”
35

  

- “Recognize” is defined as “: to acknowledge formally: as a : to admit as being lord or 

sovereign b : to admit as being of a particular status c : to admit as being one entitled to be 

heard : give the floor to d : to acknowledge the de facto existence or the independence of  2: 

to acknowledge or take notice of in some definite way: as a : to acknowledge with a show of 

appreciation <recognize an act of bravery with the award of a medal> b : to acknowledge 

acquaintance with <recognize a neighbor with a nod>  3 a : to perceive to be something or 

someone previously known <recognized the word> b : to perceive clearly.”
36

 

- “Consist,” “transparent,” “verifiable” and “basis” were defined above.  

 

The notion of “value,” then, seems to be anchored in the notion of “fair return.” What would 

constitute a “fair return” on a patented drug? Given the context of the pro-intellectual property 

provisions of the TPP, “fair return” is likely to be connected to the entire R&D / marketing / 

production cycle that patent holders cite as justification for higher drug prices in the first place. 

Put differently, a reimbursement policy that has its “basis” in the pro-patent interpretation of the 

economic value of the drug would err closer to the prices charged by patent-holding drug 

companies than those charged by generic drug companies. Thus it could easily be argued that the 

types of discounts envisioned through the bargaining of VA government negotiators – or even 
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Medicare Part D private plans or Medicaid state government negotiators – do not appropriately 

recognize “value” under the interpretation likely to be afforded to the TPP Annex. 

 

If drug companies indeed conclude that reimbursement programs do not recognize the “value” of 

patented drugs, Subparagraph X.3 gives them several bits of procedural ammunition.  

 

First, the requirement that reimbursement administrators have an “alternative transparent and 

verifiable basis” that “recognizes” (i.e. acknowledges formally) the “value” of a patented drug 

would likely mean (at a minimum) that the administrators would need to collect and disclose 

their valuation methods. This would give drug companies a detailed paper trail to mine for useful 

information to undermine the reimbursement amount.  

 

Second, Subparagraph X.3(e) of the TPP annex provides that: “(e) where a Party provides for a 

determination of the reimbursement amount on a basis other than competitive market-derived 

prices in that territory, that Party shall permit a manufacturer of the pharmaceutical product or 

medical device in question, before or after a decision on a reimbursement amount is made, to 

apply for an increased amount of reimbursement for the product or device based on evidence the 

manufacturer provides on the product’s superior safety, efficacy or quality as compared with 

comparator products.” In addition to having access to a paper trail as described above, this 

provision would allow drug companies a second chance at higher reimbursement through a new 

reapplication process.  

 

Third, Subparagraph X.3(i) of the TPP annex states that Parties must “make available an 

opportunity for independent appeal or review of recommendations or determinations relating to 

reimbursement for pharmaceutical products or medical devices.” In the case of all of the U.S. 

programs evaluated in this memo, pharmaceutical companies have limited ability to appeal the 

reimbursement decisions of the federal, private or state agencies. More often, the reimbursement 

rates are arrived at through negotiation, or set through price controls. Courts grant great 

deference to agency officials, and usually only look for evidence that the agency action was not 

unreasonable, arbitrary, capricious or otherwise in violation of law. Pharmaceutical companies 

have a very difficult time even gaining standing in administrative or judicial courts to have their 

grievances about pricing heard. The TPP Annex seems to be an effort to grant appeal and 

standing rights to pharmaceutical companies where none exist currently. 
 

II. Implications of Carve-outs 

 

The previous section explored the implications of the substantive rules of the TPP annex for U.S. 

health care programs. This section explores the extent to which the United States could be 

shielded from the proposals by various carve-outs in the leaked text. 

 

Draft TPP Rules on Content of Reimbursement Policies – Scope  
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The second core obligation in the draft TPP text, Paragraph X.3, has a range of procedural and 

substantive requirements related to reimbursement practices. The introductory chapeau to this 

paragraph establishes the scope of measures that must comply with this substantive requirement 

as:  

 

To the extent that health care authorities of a Party’s central level of government maintain 

procedures for listing pharmaceutical products, medical devices, or indications for 

reimbursement, or for setting the amount of reimbursement for pharmaceutical products 

or medical devices, under health care programs operated by its central level of 

government…[1]  

 

Note that the Paragraph X.3 obligations are limited to measures taken by the “central level of 

government,” which in the United States is the federal government. While this would seem to 

exclude actions by private companies or state governments, to the extent that the federal 

government established programs like Medicaid, it is possible that some state level or private 

decisions could be implicated. Indeed, U.S. court cases have treated various aspects of Medicaid 

as federal questions. 

 

This would seem to be a relatively straightforward description of scope, focused on federal 

government pharmaceutical reimbursement policies. However, two footnotes conspire to 

convert this seemingly straightforward scope paragraph into an interpretive minefield. 
 

For starters, footnote 1 at the end of the chapeau to Paragraph X.3 reads: 

 

Pharmaceutical formulary development and management shall be considered to be an 

aspect of government procurement of pharmaceutical products for health care agencies 

that engage in government procurement. Chapter X (Government Procurement), rather 

than this Chapter, shall apply to government procurement of pharmaceutical products. 

 

In addition, the annex defines “health care authorities of a Party’s central level of government” 

as “entities that are part of or have been established by a Party’s central level of government to 

operate or administer its health care programs.” It defines “health care programs operated by a 

Party’s central level of government” as “health care programs in which the health care authorities 

of a Party’s central level of government make the decisions regarding matters to which this 

Chapter applies.” A second footnote at this point reads: “[Negotiator’s Note: Clarifying footnote 

regarding scope of application, such as with respect to central versus regional level of 

government health care programs.]” 

 

Unlike the phrases “health care authorities” and “health care programs,” the phrase “health care 

agencies” is not defined in the Annex, nor is the phrase: “engage in government procurement.” If 

we assume that “agencies” are defined the same as “authorities,” and that “engage in government 

procurement” has its common sense meaning, we could restate the foregoing: for a country’s 
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measure to have to comply with the obligations of Paragraph X.3 of the TPP annex, the country 

must: 

 

1. Have “health care programs” that relate to reimbursement, either through listing methods of 

the setting of reimbursement amounts;  

2. Have “health care authorities” that either are from the “central level of government” or “have 

been established by a Party’s central level of government…”;  

3. These “authorities” must “operate or administer its health care programs”; and 

4. These “authorities” must “make the decisions regarding matters to which this Chapter 

applies”. 

5. However, the listing (i.e. formulary) activities of authorities that conduct government 

procurement do not have to comply with Paragraph X.3.  

6. Moreover, the health care programs of subnational health care authorities would seem to be 

generally excluded, unless an argument could be made that these authorities were 

“established by a Party’s central level of government.” 

 

 

Implication of Procurement “Carve-out” in Draft TPP Annex 

 

Since 1994, the United States has committed to the disciplines of the WTO’s plurilateral 

Agreement on Government Procurement, which applies to drug purchases made by the VA and 

other agencies in excess of about $200,000.
37

 Our bilateral trade agreements tend to simply 

incorporate these WTO rules. There are not any obvious ways in which these procurement 

chapters would hinder drug price containment, so long as these were applied on a non-

discriminatory basis.
38

  

 

(Indeed, the main impact of procurement chapters is to limit Buy American programs and 

technical and supplier specifications for contract bids. Pharmaceutical cost containment policies 

would not be likely to establish rules offering to pay more for American-made drugs, for 

instance, so the procurement chapter is unlikely to be a problem for the set of policies explored 

in this memo.) 

 

 

VHA – Scope  

 

The VHA’s drug programs clearly qualify as programs operated by the central government that 

involve “setting the amount of reimbursement for pharmaceutical products or medical devices.” 

The Big Four prices are defined as being at least 24 percent lower than the average market price, 

the FSS prices are linked to most-favored customer rates or BPAs, and the NSCs also set prices 

through a procurement-linked bargaining process. TRICARE utilized similar tactics. Therefore, 

the VHA and TRICARE could only escape the scope of the chapeau of Paragraph X.3 if they 

were exempted under footnote 1 on procurement.  
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Would these programs be carved out? They each conduct both formulary activities and 

procurement activities. The footnote could be construed in two ways. It may be interpreted as a 

broad carve-out: because the VHA engages in procurement, all its formulary activities (see 

numbers 1-9 in Figure 1) are carved out from the Annex. Alternatively, it could be a narrow 

carve-out, since some of the VHA’s formulary activities (i.e. Big Four and FSS price setting) can 

be distinguished from its procurement activities (i.e. the NSC process) and therefore the former 

group of reimbursement/formulary activities are covered by the Annex. While U.S. courts have 

seemed willing to consider certain aspects of formulary development to be procurement related, 

there is a line between the two in terms of what appeals and remedies are available to drug 

companies. 

 

The narrow carve-out would mean that at least numbers 3, 5, 7 and 9 in Figure 1 in Appendix II 

would still have to comply with Paragraph X.3 of the TPP annex. (And in any case, even the 

NSC process could be obligated to comply with the “consistent (etc.) administration” 

requirements of Paragraph X.2(3) explored in the previous section, since the footnote 1 on 

procurement only appears in Paragraph X.3.)  

 

Medicare – Scope  

 

In contrast to the VHA, Medicare Part D does not directly procure, nor does it outright develop 

formularies or reimbursement amounts. Hence, its activities would not so clearly fall under the 

scope of Paragraph X.3.  

 

However, as shown in Figure 2 in Appendix II, the federal government (through CMS) does set 

general guidelines for the private plans (Roman numeral I), must approve the privately run 

formulary development practices that are described in the private sponsor’s proposed contract 

with the CMS (Roman numeral II), and ultimately reimburses the private plan for most of the 

cost of the drug (Roman numeral III). A TPP partner could make a colorable case that Medicare 

must comply with the TPP provisions to the extent that the actions taken by the private plans 

were established by the federal government, and/or to the extent that CMS’ approval and 

government-to-plan reimbursement procedures impact formulary development and plan-to-drug 

company reimbursement.  

 

In contrast, since Medicare Part B is entirely operated by the federal government, it clearly 

would qualify as a “health care program operated by its central level of government” in 

Paragraph X.3. Since the CMS sets the rate that it will reimburse doctors for dispensing drugs, 

the calculation of the reimbursement amount would qualify as “setting the amount of 

reimbursement for pharmaceutical products” under Paragraph X.3. Hence, Medicare Part B 

would be subject to the disciplines of Paragraph X.3.  

 

Medicaid – Scope  
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Medicaid would be subject to requirements under Paragraph X.3 if it is deemed a “health care 

program operated by [the U.S.] central level of government.”  

 

The leaked TPP text defines “health care programs operated by a Party’s central level of 

government” as “health care programs in which the health care authorities of a Party’s central 

level of government make the decisions regarding matters to which this Chapter applies.” 

 

Advocates and legislators have been very concerned about the strength of such carve-outs. For 

instance, California State Senator Liz Figueroa warned in a letter to USTR that Medicaid could 

be considered “federal” under the Australia FTA: “Given that California’s Medi-Cal program 

operates under federal guidelines and that California must submit a State plan for federal 

approval in order to change or expand that program, it is certainly with the scope of reason to 

conclude that a close-door, FTA dispute panel could potentially interpret the federal guidelines 

and approval process as a ‘decision,’ thereby making state programs ‘federal’ and covered by the 

provisions of the trade agreement.”
39

 State legislators from at least eight other states have 

expressed concerns that their Medicaid programs could fall within the scope of the Australia 

FTA since they could be classified as federal programs.
40

  

 

A footnote in the Korea FTA’s Pharmaceutical Products chapter is clearer in respect to 

Medicaid’s exclusion than the Australia FTA, and states, “For greater certainty, Medicaid is a 

regional level of government health care program in the United States, not a central level of 

government program.”
41

 

 

But the bald assertion seems contradicted by the facts. U.S. courts have interpreted challenges to 

certain aspects of state Medicaid programs as federal questions. As Figure 3 in Appendix II 

shows, Medicaid is a program established by the federal government, but operated in part by the 

states (Roman numeral I).
42

 The federal government does not create the formularies, but it 

establishes rules governing their restrictiveness (Roman numeral II). Medicaid also establishes 

private-to-state rebate rates (Roman numeral III) and sets upper limits for federal-to-state 

reimbursement rates (Roman numeral IV). Both actions arguably incentivize certain state-to-

private pharmaceutical reimbursement rates. In other words, the federal government “makes the 

decisions” about these federal-to-state reimbursement rates, which is a matter mentioned in the 

leaked TPP Annex. Therefore, Medicaid may fall under the scope of Paragraph X.3, and the 

United States may be unable to maintain as asymmetric and non-fact-based a Medicaid carve-out 

as it had in the Korea FTA.  

 

Furthermore, Medicaid may be implicated by Paragraph X.3 by the mere fact that the federal 

government established the program. If challenged under the TPP, the United States might argue 

that Medicaid is not a central government program, as required by the scope provisions of the 

TPP annex. However, a TPP panel might conclude that the programs were nonetheless 

established by the federal government, and that U.S. courts have noted this in granting federal 

question jurisdiction. They can note that it would be absurd to allow countries to evade the 

substantive requirements of the TPP simply by outsourcing some of the administration of a 
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reimbursement program to subfederal governments. Such an interpretation would substantially 

weaken the Annex disciplines in violation of the Parties’ expectations when they agreed to the 

TPP. 

 

 

TPP Could Force Changes in the 340B Drug Pricing Program 

 

Since the 340B program is operated by the federal government, it would qualify as a “health care 

program operated by its central level of government” in Paragraph X.3. Since the Department of 

Health and Human Services signs agreements with the drug companies that specifies the price 

that drug companies can charge the health centers, the agreement would qualify as “setting the 

amount of reimbursement for pharmaceutical products” under Paragraph X.3. Hence, program 

340B would be subject to the disciplines of Paragraph X.3. 

 

The price-setting under 340B would thus have to have a “basis consisting of competitive market-

derived prices” or another basis that recognizes the value of the patented product. The 

statutorily-defined prices set in the 340B program that are below the market price may be 

incompatible with Paragraph X.3. Finally, since prices in the 340B program are set by statute and 

cannot be appealed by drug companies, the program would have to be altered to allow for the 

appeal process required under subparagraph X.3(i).
43

  

 

 

III. Possible TPP Threats to Proposed Reforms of Medicare and Medicaid  

 

As discussed above, the federal government is prohibited from directly negotiating with drug 

companies to get better drug prices for Medicare Part D plans. President Obama supports repeal 

of the Medicare nonintervention clause so as to lower costs for the government and Medicare 

beneficiaries. While campaigning for president in 2008, Obama supported giving the federal 

government the authority to negotiate for better Medicare drug prices.
44

 Obama’s April 2011 

plan to reduce the deficit included a proposal to “limit excessive payments for prescription drugs 

by leveraging Medicare’s purchasing power,” seemingly a reference to allowing Medicare to 

engage in drug price negotiations.
45

 The stringent provisions of the TPP may frustrate President 

Obama’s domestic agenda since such reform may run afoul of the proposed TPP text that 

suggests reimbursement amounts must be derived from competitive market prices. 

 

Senator Dick Durbin (D-Ill.) and Representative Jan Schakowsky (D-Ill.) have proposed 

legislation to require the Secretary of Health and Human Services to offer one or more Medicare 

Part D plans like private sponsors do.
46

 The plan(s) would exist alongside private plans. The bill 

would require the Secretary to negotiate with drug manufacturers for lower prices and establish 

formularies.
47

 The Secretary would establish a Part D plan’s formulary to “encourage use of” 

drugs with lower cost “after taking into consideration” the effectiveness of the drugs.
48
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The Durbin-Schakowsky bill could fall under the scope of Paragraph X.3. Instead of private 

entities being solely responsible for setting prices, the bill would allow the federal government to 

set drug prices for some Medicare plans. In the language of Paragraph X.3, this would clearly 

make the Department of Health and Human Services become a “health care authorit[y] of a 

Party’s central level of government central level of government” that sets “the amount of 

reimbursement for pharmaceutical products or medical devices.” Since the bill envisions 

formulary development, it would also lead to the federal government “maintain[ing] procedures 

for listing pharmaceutical products, medical devices, or indications for reimbursement.” 

 

This approach may run into conflicts with the TPP if it uses the market power of the federal 

government to reduce drug prices below the market price. And, because many of these proposals 

do not implicate actual procurement by CMS nor decisions by state governments, they would be 

likely to bring Medicare outside of any “carve-outs” represented by the TPP annex’s footnotes 1 

and 2. 

 

The text of the bill describes in broad terms the method that the government would use to set 

cheaper prices: “the Secretary shall implement strategies similar to those used by other Federal 

purchasers of prescription drugs, and other strategies, including the use of a formulary and 

formulary incentives in subsection (e), to reduce the purchase cost of covered part D drugs.”
49

 

Speaking about her desire to repeal Medicare’s nonintervention clause, bill sponsor Rep. Jan 

Schakowsky indicated the intended negotiation strategy: “It just makes sense that Medicare 

should use its bargaining power to negotiate for lower drug prices – just as the VA does.”
50

 

Using the huge bargaining power of the federal government to obtain lower prices would be an 

exercise of market power and would run afoul of subparagraph X.3(d) of the proposed TPP text. 

This type of direct negotiation is broadly supported by the public. A poll conducted by the Kaiser 

Family Foundation in November 2006 found that 81 percent of Americans over age 65 supported 

“Allowing the government to negotiate with drug companies for lower prices for Medicare Rx 

drugs.”
51

 

 

More proposals are on the table. In 2007, a report from the Congressional Research Service 

(CRS) noted that the incoming congressional leadership for the 110
th

 Congress considered the 

repeal of the noninterference clause a priority.
52

 The report offered three options for how price 

negotiation could work after repeal of noninterference. It suggested that ceiling prices for 

reimbursements similar to those in Medicaid could be established.
53

 It noted that a formulary 

would have to be developed to allow Medicare to exclude high-cost drugs to give Medicare 

bargaining power.
54

 A second option would be to mandate that drug manufacturers give rebates 

to Part D plan sponsors, similar to the Medicaid rebate system.
55

 A third option would involve 

the federal government directly purchasing drugs from manufacturers and sell them to Medicare 

beneficiaries at low cost, similar to the VHA system.
56

 These options would shift the 

responsibility for “operating” these drug price and formulary management systems from private 

sponsors to the federal government, which would make them subject to the provisions in the TPP 

pharmaceutical “transparency” provisions.  
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Proposals to take the administration of Medicaid out of state hands and put it in the hands of the 

federal government have existed for decades. Proponents of these proposals argue that the 

current structure on Medicaid is inefficient and opens Medicaid to abuse by states that may not 

treat all their Medicaid beneficiaries equally.
57

 Making Medicaid a fully federal program would 

certainly bring it into the scope of Paragraph X.3 of the proposed TPP and subject its price-

setting activities to its rules. Even U.S. trade negotiators recognize this as a clear peril, as 

indicated by the inclusion of the footnote in the Pharmaceutical chapter of the Korea FTA that 

aims to define Medicaid as a “regional level of government health care program in the United 

States, not a central level of government program.”
58

 Without the protection that its regional-

level status may afford, Medicaid would certainly be impacted by the TPP. 

 

Finally, it is worth assuming that the United States may be hard pressed to maintain its carve-

outs, as other countries will justifiably accuse the United States of double standards and 

hypocrisy. Accordingly, the U.S. public and Congress would be well served by a study 

projecting what the TPP annex would look like without its carve-outs, and deciding whether 

these substantial disciplines on cost-saving are something they can live with. 

 

IV. Korea’s Public Drug Programs in Big Pharma’s Crosshairs  

 

Pharmaceutical Research and Manufacturers of America (PhRMA), the pharmaceutical 

industry’s lobbying arm, has already used the U.S.-Korea FTA, just implemented this year, to 

ensure that Korea’s public drug benefit program pays more for drugs. The Korea FTA contains 

provisions on drug pricing that resemble the leaked TPP text, but are less strict.
59

 Since the 

Korean legislature approved the FTA in November 2011, the government has moved to comply 

with its provisions by establishing an appeal process that drug companies can use to ask for 

higher prices from the Korean drug benefit program.
60

 PhRMA has complained that the review 

process does not cover all drugs, but it has gained assurances from USTR that the U.S. 

government will pressure the Korean government to comply through an FTA dispute settlement 

proceeding if necessary.
61

 

 

Beyond the price appeal process, PhRMA has also referred to the Korea FTA as a way to alter 

other policies so that drug companies’ revenues rise, leading to correspondingly higher costs for 

Korean consumers and the government. PhRMA’s 2012 submission for the annual U.S. report on 

intellectual property practices abroad featured ominous language about bringing Korea’s laws 

into conformity with various standards via the FTA.
62

 For example, PhRMA urged the Korean 

government to make its patent system “consistent with commitments in the Korea-U.S. Free 

Trade Agreement” so that drug companies can stave off the introduction of generic drugs 

through a dispute system.
63

 Also on PhRMA’s agenda is an attempt to hinder the development of 

generic drugs through stricter protection of drug trial data.
64

 PhRMA’s attempts to raise prices in 

Korea are especially inappropriate because drugs already comprise 30 percent of health 

expenditures in Korea – greater than the OECD average.
65

 

 

V. Conclusion 



 

 

 

Page 22 of 46 

 

 

The foregoing analysis attempted to document one strand of drug companies’ efforts to battle 

pharmaceutical cost containment. We showed that U.S. drug cost containment measures are 

susceptible to challenge under the types of rules being proposed in the TPP. In particular, we 

showed that the carve-outs that U.S. negotiators have touted as protecting U.S. drug cost 

containment programs do not clearly do so in all cases. We show that proposed changes to U.S. 

health programs would open up the programs (like Medicare) to even greater attack under the 

TPP. Press reports indicate that other TPP partners are deeply upset with the U.S. proposal, and 

that they may insist on eliminating the annex altogether, or ensuring that the United States is 

equally susceptible by removing the carve-out footnotes.
66

  

 

The United States can preempt the threats created by the proposed annex by simply deleting the 

proposal altogether. It was a mistake to include similar language in prior “trade” deals, and it 

would be a mistake to build on these intrusive terms even more.  
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Appendix I. Effective Cost Containment Abroad 

By Travis McArthur  

 

Other nations have utilized a wide range of measures to control pharmaceutical costs, from direct 

governmental setting of prices charged in private markets (Brazil, China, India), to setting of 

prices for government reimbursements to private firms under national health care programs 

(France, Italy), to voluntary private-public partnerships that set target returns on investment in 

R&D (United Kingdom). U.S. pharmaceutical companies have been skeptical of all of these 

approaches. 

 

There are several countries that have earned special scorn, including many that utilize preferred 

drug lists. These lists are usually called “formularies,” defined as “an official list giving details 

of prescribable medicines.”
67

 (The term “formulary” emerged in the 16
th

 century from a Latin 

word that meant “book of formulae.”
68

) 

 

Australia has a Pharmaceutical Benefits Scheme (PBS) that was established after World War II 

that reimbursed community pharmacies for the cost of dispensing outpatient medicines. For 

several decades, clinical considerations dominated the process of adding drugs to the 

formularies. Beginning in the late 1980s, however, Australia became the first country to actually 

include cost considerations into the decision to add drugs to a formulary. As one study put it, 

 

…unless a new drug offers an additional clinical benefit over an appropriate comparator, 

it may be added to the formulary, but cannot receive a higher price for subsidy purposes. 

A drug listed on this basis is subject to reference pricing – that is, it is linked by a 

‘therapeutic relativity’ to its comparator, either joining an existing reference pricing 

group or forming a new one. The price the government pays for any drug in a reference 

group is then set by the lowest price (known as the benchmark), which has been secured 

for any drug in the group. One of the effects of the reference pricing system is that the 

prices of drugs may be linked irrespective of patent status. Although the pharmaceutical 

industry perceives this is as undermining the value of the patent, from the payer’s 

perspective, however, it may be argued that it is neither rational nor efficient to pay more 

for a drug just because it is patented if it confers no additional health benefit, than a drug 

whose patent has expired and is cheaper. Where a sponsor presents evidence that a new 

drug offers a clinical advantage over its comparator, the additional benefits are weighed 

against the additional costs in a cost-effectiveness or (preferably) a cost-utility analysis, 

and a determination is made as to whether the drug is acceptably cost effective at the 

price proposed by the drug’s sponsor. In this respect, the PBS operates as a therapeutic-

value based pricing system: it may be thought of as ‘purchasing outcomes’ rather than 

drugs… As the PBS accounts for around 80 percent of prescriptions dispensed in 

Australia, and more than 90 percent of those dispensed in the community, the 

government wields significant monopsony power, and medicines which are not listed on 

the PBS generally have a limited market.
69
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PhRMA complains that, more recently, the Australian Cabinet has also added a cabinet layer of 

review before items are listed on the national formulary.
70

  

 

Canada and New Zealand have also adopted a similar model.
71

 The Canadian Patented Medicine 

Prices Review Board sets maximum prices that drug companies can charge for patented drugs.
72

 

Public drug benefit programs are administered at the province level in Canada.
73

 The drug 

benefit programs of each province varies in the covered populations (e.g. just the elderly, 

children, the poor, etc.), and private programs cover other groups.
74

 In New Zealand, the 

government’s drug benefit program only covers a few drugs for each disease and drug companies 

must keep prices very low for the privilege of being chosen as one of the winning drugs.
75

 

According to PhRMA, New Zealand supplements the overall formulary approach with a capping 

of total medical reimbursements per patient and for the nation as a whole.  

 

The Japanese government, for its part, requires individuals to purchase health insurance and 

negotiates with drug companies to set nationwide drug prices, but the insurance companies rather 

than the government directly pay for drugs.
76
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Appendix II. U.S. Approach: Private Market, Plus Limited Entitlement Programs 

By Travis McArthur and Todd Tucker 

 

The United States is an outlier among developed countries, having no universal health care 

programs or aggressive cost containment measures. Unsurprisingly, this has resulted in the most 

common prescription drugs being 60 percent more expensive in the United States than in 

comparable European countries.
77

 

 

Nonetheless, the United States does maintain several health care programs for targeted 

populations (veterans, the poor, the elderly) that deal with pharmaceutical cost issues. These are 

explored in detail below.  

 

Veterans Health Administration 

 

The Veterans Health Administration (VHA), a part of the Department of Veterans Affairs (VA), 

helps provide health care to individuals who served in the U.S. armed forces. A government-

operated network of hundreds of medical centers, outpatient clinics, and other health facilities 

treat about five million veterans per year.
78

  

 

The VA uses a variety of measures to control pharmaceutical costs for veterans: 

  

- The VA – along with the Department of Defense, Public Health Service (Indian Health 

Service), and U.S. Coast Guard – has access to the “Big Four” prices. By statute, these prices 

are an automatic 24 percent discount over average market prices for a wide range of drugs 

(including patented drugs).
79

 This is known as the “Federal Ceiling Price” (FCP). The VA 

doesn’t necessarily have to procure these drugs at all, but it has access to these prices. 

Pharmaceutical manufacturers are pressured into offering the Big Four price through the 

signing of “master agreements” with the VA, which they must have in place as a condition 

for reimbursement under state Medicaid programs and Medicare Part B. As one legal study 

put it, “The master agreements are not procurement contracts and thus are not subject to the 

provisions of the Contract Disputes Act. Instead, the agreements provide for dispute 

resolution concerning the calculation of FCP through adjudication by the Board of Contract 

Appeals. All other disputes relating to the terms of the master agreements are governed by 

federal common law.”
80

 As the Master Agreement contained in Securities and Exchange 

Commission (SEC) filings for one pharmaceutical company indicate, these appeal rights are 

very limited.
81

 

- The VA also manages the Federal Supply Schedule (FSS), a list of virtually every product on 

the market (including drugs) that any federal agency might procure. By law, the prices that 

are set in supplier contracts must not exceed the prices manufacturers charge their Most-

Favored Customers under comparable terms and conditions.
82

 The FSS price for some (but 

not all) drugs is below the Big Four price.
83

 Blanket purchase agreements, a subprogram 

within the FSS, allow the VA to negotiate bilaterally with drug companies for even lower 

discounts in exchange for a commitment to make bulk purchases.
84

 Like with the Big Four 
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master agreements, drug manufacturers must have an FSS contract in order to have their 

drugs covered by Medicaid, so nearly all FDA-approved drugs are in the FSS.
85

 

- The VA also can negotiate national standardization contracts (NSCs) with drug companies. 

These contracts can yield discounts of 10 to 60 percent below the FSS price, in exchange for 

a promise to procure these drugs and adding them to the VHA’s formulary.
86 

This national 

formulary has been in place since 2009.
87

 According to the GAO, the VHA “contracts for 

one or more of these therapeutically interchangeable drugs using competitively bid national 

committed-use contracts. By committing to use these drugs to treat veterans throughout its 

health care system, VHA can assure the drug companies a high volume of use and drug 

companies in turn are more likely to offer a lower price.”
88

 The winners of these competitive 

contracts are included in the formulary, while other drugs that are therapeutically equivalent 

are not included.
89

 According to the CRS, the process for establishing these contracts works 

as follows: “The VA selects from among confidential bids submitted by pharmaceutical 

manufacturers and announces the winning bid. Thus, the process more resembles a round of 

silent bids rather than a negotiation through which each party bargains with offers and 

counteroffers.”
90

  

 

Drugs making their way through the VA system can be grouped by three processes: 1) whether 

or not they are on the VA formulary; 2) through what channel their price is set; and 3) whether or 

not the VA ends up procuring them. The nine possible combinations are depicted visually in 

Figure 1.  

 

Figure 1: Formulary, Price-Setting, and Procurement Activities of the VHA 

 
 

The decision-making process for adding new drugs to the national VHA formulary is a two-

phase procedure. First, a request to add a drug is submitted by an arm of the VHA and a clinical 

pharmacist prepares a document on the drug’s effectiveness, side effects and cost, including a 

comparison with other drugs. Second, the VA’s Medical Advisory Panel (composed of practicing 

physicians) makes the final decision about whether to include it. According to the GAO,  
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…cost is not a major consideration during the initial phase of reviewing a drug. Decisions 

to add or delete drugs on the national formulary are made using criteria similar to those 

used by pharmacy benefit managers in the private sector—safety and effectiveness. 

Purchasing the drug at the lowest price possible is the responsibility of VHA’s NAC 

[National Acquisition Center], which uses several purchasing techniques, including 

competitive bidding for drugs available from multiple sources. VHA officials believe this 

two-phased process ensures that the drugs on the national formulary include those 

representing the ‘best value’—the most effective treatment at the least cost—rather than 

simply the least expensive drug available.
91

  

 

Drugs that are not on the formulary may be prescribed, but the prescribing doctor must first 

obtain a waiver.
92

 A drug does not have to be on the VHA formulary in order for it to have a 

reference price under the FSS or Big Four. Lipitor is an example of a drug that is not on the VA 

formulary but is included in the FSS and the Big Four.
93

 In 2006, the VHA filled over 700,000 

prescriptions for Lipitor.
94

 In contrast, the VHA only accepts National Standardization Contract 

bids for drugs that it wishes to put on the formulary since the contracts grant the drugs’ inclusion 

in the formulary.
95

  

 

Finally, the third procedural dimension explored in Figure 3 is whether or not there is actually 

procurement of the drug. The VA is a significant procurer of drugs, spending an estimated $3.7 

billion on prescription drugs in 2009.
96

 Under the VA system, a drug could be procured whether 

or not it is on the formulary, and it could be on the formulary even if it is not procured. To return 

to our previous example, Lipitor is an example of a drug that is not on the VHA formulary but is 

procured by the VHA.
97

 Moreover, prices could exist for a drug under the FSS or Big Four, even 

if there is no actual procurement within a given year or time period. As we show above, it is 

precisely the setting of prices and reimbursement rates (rather than outright procurement) that 

appears to be targeted by the leaked TPP annex. These non-procurement scenarios are indicated 

in Figure 1 by numbers 3, 5, 7 and 9. 

 

Appeal rights under VA programs are very limited. As with other procurement contracts, drug 

manufacturers can appeal their treatment by federal agencies under FSS or NSC to the U.S. 

Court of Federal Claims or VA Board of Contract Appeals.
98

 In 2000, the Comptroller General 

denied a protest by SmithKline Beecham Corporation against the VA’s cost estimation methods 

for its formulary. The Comptroller noted that NSC-related formulary decisions are distinct from 

FSS contracts, and that the law gives the VA wide latitude to make reasonable evaluations of 

likely costs to government.
99

 

 

When similar complaints were heard by U.S. courts, similar conclusions were reached:  

 

In Garufi, the United States Court of Appeals for the Federal Circuit wrote: ‘Under the 

APA standards that are applied in the Scanwell line of cases, a bid award may be set aside 

if either: (1) [T]he procurement official's decision lacked a rational basis; or (2) the 

procurement procedure involved a violation of regulation or procedure.... When a 
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challenge is brought on the first ground, the courts have recognized that contracting 

officers are ‘entitled to exercise discretion upon a broad range of issues confronting 

them’ in the procurement process… Accordingly, the test for reviewing courts is to 

determine whether ‘the contracting agency provided a coherent and reasonable 

explanation of its exercise of discretion,’ id., and the ‘disappointed bidder bears a ‘heavy 

burden’ of showing that the award decision ‘had no rational basis.’  … When a challenge 

is brought on the second ground, the disappointed bidder must show ‘a clear and 

prejudicial violation of applicable statutes or regulations.’…  

 

A disappointed bidder has the burden of demonstrating the arbitrary and capricious nature 

of the agency decision by a preponderance of the evidence. The United States Supreme 

Court has identified sample grounds which can constitute arbitrary or capricious agency 

action: ‘The agency has relied on factors which Congress has not intended it to consider, 

entirely failed to consider an important aspect of the problem, offered an explanation for 

its decision that runs counter to the evidence before the agency, or is so implausible that 

it could not be ascribed to a difference in view or the product of agency expertise.’… 

Under an arbitrary or capricious standard, the reviewing court should not substitute its 

judgment for that of the agency, but should review the basis for the agency decision to 

determine if it was legally permissible, reasonable, and supported by the facts… Barring 

arbitrary and capricious behavior or a violation of law, the wide discretion afforded 

contracting officers extends to a broad range of procurement functions, including the 

determination of what constitutes an advantage over other proposals.
100

 

 

TRICARE 

 

The Department of Defense separately maintains TRICARE, a health program for active duty 

and retired military personnel and their families. It includes a pharmacy benefits program (PBM) 

that contains various incentives to use generic drugs, formulary drugs, and use military and mail 

order “points of service” to purchase the drugs.
101

 The Department of Defense Pharmacy and 

Therapeutics Committee, comprised of representatives of pharmacies and providers of the 

uniformed services facilities, makes the determinations on what drugs to include in a uniform 

formulary through evaluations of clinical and cost effectiveness.  

 

The federal regulations indicate that, “Information considered by the Committee concerning the 

relative cost effectiveness of pharmaceutical agents may include but is not limited to: (A) Cost of 

the pharmaceutical agent to the Government; (B) Impact on overall medical resource utilization 

and costs; (C) Cost-efficacy studies; (D) Cost-effectiveness studies; (E) Cross-sectional or 

retrospective economic evaluations; (F) Pharmacoeconomic models; (G) Patent expiration dates; 

(H) Clinical practice guideline recommendations, and (I) Existence of existing or proposed 

blanket purchase agreements, incentive price agreements, or contracts.” 

 

When TRICARE beneficiaries attempt to purchase drugs that are not generics or not on the 

uniform formulary, they will typically incur greater copays and out-of-pocket costs – thereby 
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providing a disincentive from using these drugs.
102

 The military and mail order “points of 

service” are able to buy drugs at the Big Four prices, while other pharmacies servicing 

TRICARE beneficiaries cannot, and are thus subject to a complicated pricing and rebate scheme. 

 

The Committee also controls costs through its power to subject non-formulary drugs to prior 

authorization requirements before they can be dispensed or cost shared; one of the criteria for 

subjecting a drug to this hurdle is cost effectiveness. In order for its drug to be included on the 

uniform formulary and avoid preauthorization requirements, a drug manufacturer must have a 

“master agreement” described in the VA section above to offer drugs for sale at the FCP.
103

 As 

explained in a U.S. court case, “if a manufacturer does not agree to meet the Federal Ceiling 

Prices through such an agreement, but nevertheless provides pharmaceuticals through the retail 

pharmacy program, DoD may obtain refunds on transactions in excess of the Federal Ceiling 

Prices through a debt collection action.”
104

 

 

As with the VA programs, pharmaceutical companies have very limited appeal rights under 

TRICARE, as shown by a 2005 administrative appeal by Merck & Co of the process whereby 

TRICARE evaluated cost effectiveness. The Comptroller General noted that procurement was 

distinct from formulary pricing decisions,
105

 but found that administrative decisions which could 

lead to procurement could be reviewed by the Comptroller nonetheless.
106

 However, the standard 

of review is loose, only examining for reasonableness and non-arbitrariness of the decisions of 

TRICARE, whose authorities were seen as having substantial discretion. Moreover, TRICARE 

does not need to inform pharmaceutical companies of the relative weight that they assigned to 

various factors.
107

 

 

A series of U.S. court cases brought by pharmaceutical companies against TRICARE’s off-

military base pharmacy reimbursement scheme illustrated the relatively open standard of review 

of agency cost effectiveness decisions under U.S. law. A 2009 decision stated that “This Court 

reviews an agency's regulations according to the familiar two-step framework articulated in 

Chevron, U.S.A., Inc. v. Natural Resources Def. Council, Inc., … The first step determines 

‘whether Congress has spoken directly to the precise question at issue,’ for if it has, ‘the court, as 

well as the agency, must give effect to the unambiguously expressed intent of Congress.’ …  If, 

however, the statute is silent or ambiguous on the specific issue, ‘the question for the court is 

whether the agency's answer is based on a permissible construction of the statute.’”
108

 The latter 

is a reasonableness criteria.
109

 Elsewhere, the scope of review required by the Administrative 

Procedure Act has been defined by U.S. courts as, “We will uphold an agency rule unless it is 

(A) arbitrary, capricious, an abuse of discretion, or otherwise not in accordance with law; (B) 

contrary to constitutional right, power, privilege, or immunity; (C) in excess of statutory 

jurisdiction, authority, or limitations, or short of statutory right; (D) without observance of 

procedure required by law ....”
110

 

 

A 2011 decision elaborated, “At Chevron step one, the Department need only show that 

Congress has not spoken directly to the question at issue, not that its reading of the statute is 

superior to others. Indeed, at neither stage of the Chevron analysis need an agency show that its 

https://a.next.westlaw.com/Link/Document/FullText?findType=Y&serNum=1984130736&originationContext=document&transitionType=DocumentItem&contextData=%28sc.Search%29
https://a.next.westlaw.com/Link/Document/FullText?findType=Y&serNum=1984130736&originationContext=document&transitionType=DocumentItem&contextData=%28sc.Search%29
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choice was comparatively better than other choices. See Dep't of Treasury, IRS v. FLRA, 494 

U.S. 922, 928, 110 S.Ct. 1623, 108 L.Ed.2d 914 (1990) (“We must accept that construction if it 

is a reasonable one, even though it is not the one we ourselves would arrive at.”)… The Coalition 

argues that ‘[i]t is well established that when the government acts in its commercial capacity, it 

cannot exercise its ‘sovereign’ authority to impose terms unilaterally on a private party.’ Pl.'s SJ 

Mot. at 18. The modern cases the Coalition cites, however, all concern instances in which the 

government was alleged to have breached a pre-existing contract. … Those cases do not stand for 

the proposition that the government cannot change the terms on which it participates in ongoing 

commercial transactions. Moreover, the government is here hardly imposing terms on 

pharmaceutical manufacturers. If the manufacturers do not like the prices being offered for their 

products, they can always walk away from TRICARE. See 75 Fed.Reg. at 63,393 

(‘Manufacturers make a voluntary choice to do business with DoD under the applicable 

terms.’).”
111

 

 

Medicare Part B 

 

Medicare is a national social insurance program established in 1965 whose aim is to provide 

health insurance for Americans 65 and older.
112

 Since it was created, Medicare has expanded to 

cover people younger than 65 who have a permanent disability. The program now covers 47 

million Americans, or about 15 percent of the population.
113

  

 

Medicare Part B handles payment for outpatient medical services for Medicare beneficiaries.
114

 

As part of this area of responsibility, Part B covers drugs that are typically administered in 

physician offices and hospitals.
115

 Drugs provided under Part B comprise a substantial portion of 

drugs used by Medicare beneficiaries: Medicare payments under Part B amounted to one-third of 

spending on Part D drugs in 2007.
116

 

 

The CMS does not set the amount of money that doctors pay to drug companies. Rather, each 

year it sets the amount that CMS will pay to doctors or hospitals for dispensing the drug in the 

year to come, based on past costs.
117

 Hospitals also receive “pass-through” payments to cover the 

costs of new drugs, and CMS has the discretion to order additional equitable payments.
118

 CMS 

does not seek significant discounts when setting drug reimbursement levels for Medicare Part B 

because it fears that doctors will send patients elsewhere to obtain the drug if their drug purchase 

costs are not covered by their Medicare payment.
119

 Medicare computes the reimbursement 

amounts for doctors based on a few different calculations of the average price that other 

purchasers pay for the drug.
120

 The CMS bases its calculations on data submitted by drug 

companies.
121

 Most payments are set at 106 or 104 percent of the average price that is calculated 

in this way.
122

 (Payments for the few remaining drugs are set at 95 percent of the “sticker price” 

of the drug, i.e. the price without any of the usual discounts.)
123

  

 

Despite the generous prices paid to pharmaceutical companies under Medicare Part B, the 

industry has not always been happy with the program. In a 2004 case brought by drug 

manufacturer Amgen Inc. against CMS, the company complained of having lost its pass-through 

https://a.next.westlaw.com/Link/Document/FullText?findType=Y&serNum=1990064133&pubNum=708&originationContext=document&transitionType=DocumentItem&contextData=%28sc.Search%29
https://a.next.westlaw.com/Link/Document/FullText?findType=Y&serNum=1990064133&pubNum=708&originationContext=document&transitionType=DocumentItem&contextData=%28sc.Search%29
https://a.next.westlaw.com/Link/Document/FullText?findType=Y&serNum=0355530058&pubNum=1037&originationContext=document&transitionType=DocumentItem&contextData=%28sc.Search%29#co_pp_sp_1037_63393
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status. The agency argued that there was another drug that served the same function, so Amgen’s 

drug was not new. Amgen complained that this de-listing violated the Medicare Act and the 

Administrative Procedure Act. 

 

The U.S. court hearing the case wrote, “the Administrative Procedure Act, 5 U.S.C. § 702 (2004) 

(‘APA’) provides that ‘[a] person suffering legal wrong because of agency action, or adversely 

affected or aggrieved by agency action within the meaning of a relevant statute, is entitled to 

judicial review thereof.’ The Supreme Court has held that to qualify as ‘adversely affected or 

aggrieved ... within the meaning’ of a statute, a plaintiff must establish that the injury he 

complains of ... falls within the ‘zone of interests’ sought to be protected by the statutory 

provision whose violation forms the legal basis for his complaint.’… Amgen's commercial 

interest in selling Aranesp is congruent with the interests of beneficiaries in obtaining access to 

the technology because Congress' reason for providing supplemental passthrough payments was 

that hospitals inadequately reimbursed for new drugs or biologicals are less likely to provide 

them and more likely to steer beneficiaries towards older, less expensive treatments…. just as 

beneficiaries desiring access to Aranesp and hospitals desiring reimbursement for providing it 

would have prudential standing to challenge passthrough payment amounts, Amgen as a vendor 

does as well.” 

 

While Amgen was granted standing, its case did not ultimately prevail. The Medicare statute 

forbids administrative or judicial review of the type of pricing adjustments at issue. Accordingly, 

the court wrote that “If a no-review provision shields particular types of administrative action, a 

court may not inquire whether a challenged agency decision is arbitrary, capricious, or 

procedurally defective…  It is difficult to see how a decision by the Secretary to adjust pass-

through payments for a specific treatment downward, based on the Secretary's conclusion that 

the treatment is too costly relative to its benefits, would not lie at the heart of” the authority 

envisioned in the act.
124

 

 

Medicare Part D 

 

The Medicare Prescription Drug, Improvement, and Modernization Act of 2003 created a 

prescription drug benefit for Medicare beneficiaries under the moniker “Medicare Part D.” 

Under the program, Medicare recipients can enroll in drug benefit plans developed by private 

companies (sponsors) that contract with CMS.
125

  

 

Currently, the federal government is explicitly prohibited from being involved in setting drug 

prices for Medicare. CRS explains: “One provision of [the Medicare Modernization Act], the 

‘noninterference’ clause, expressly forbids the Secretary of Health and Human Services (HHS) 

from interfering with drug price negotiation between manufacturers and Medicare drug plan 

sponsors, and from instituting a formulary or price structure for prescription drugs. The 

framework created by the law emphasizes competition among the Medicare drug plans to obtain 

price discounts.”
126
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However, the federal government is involved in the plans in myriad ways. First, federal 

regulations set certain minimum requirements for the contracts between CMS and the private 

sponsors.
127

 Once CMS approves the contract, the sponsor can begin offering Medicare drug 

plans for those who are eligible, for a 12-month period. As of December 2011, there were about 

4,200 Medicare Part D prescription drug plans.
128

  

 

Second, CMS sets certain rules about the private plans’ development of formularies. There are a 

wide variety of Part D plans that have varying levels of premiums and coverage of drugs. 

Sponsors establish the details of the formularies for their plans, but the formularies must conform 

to minimum standards.
129

 The CMS reviews formularies for conformity to these standards and 

approves them.
130

 The plans must “cover all, or substantially all of the drugs in the following six 

drug categories: immunosuppressant, antidepressant, antipsychotic, anticonvulsant, 

antiretroviral, and antineoplastic.”
131

 Some economists have noted that these requirements limit 

the cost effectiveness of Part D: 

 

… providing Medicare the authority to negotiate directly with manufacturers would not 

lead to price reductions on its own. To achieve savings, Medicare would also need the 

ability to exclude drugs from its formulary (Congressional Budget Office 2007). This 

ability to tighten the formulary would provide the leverage to bargain for lower prices. 

Medicare’s inability to negotiate program-wide prices and tighten plan formularies is in 

stark contrast to another large public provider of prescription drug benefits, the Veterans 

Health Administration (VA), which negotiates directly with drug manufacturers. The VA 

has implemented a national formulary more restrictive than those of Medicare plans and 

obtains lower drug prices…
132

 

 

However, the Medicare handbook says that “Formulary management decisions must be based on 

scientific evidence, and may also be based on pharmacoeconomic considerations that achieve 

appropriate, safe and cost effective drug therapy.”
133

 Plan sponsors may negotiate with both 

pharmacies and drug manufactures to obtain lower prices for drugs that enrollees purchase.
134

  

While private plans can choose to take cost savings into account when including drugs on their 

formulary or not, the federal government does not have tools to require them to do so. 

 

Drug manufacturers do not appear to have a path to appeal Medicare Part D sponsors’ decisions 

about formularies and drug reimbursements. In fact, most Part D sponsors farm out the task of 

making these decisions to private pharmacy benefit managers (PBM).
135

 The full terms of the 

agreements that PBMs strike with drug manufacturers are often not even available to the Part D 

sponsors themselves, so it is not possible to be certain that there are no appeal mechanisms at the 

disposal of drug manufacturers.
136

 This contrasts with the appeal rights of plan beneficiaries, 

who have the ability to appeal drug coverage determinations with the Part D sponsor, then 

administrative appeal judges, Medicare Appeals Council, and ultimately federal courts.
137

 In a 

typical decision from last year, a Medicare beneficiary wanted to have access to an off-formulary 

drug, and also pay the on-formulary price. The Medicare Appeals Council decided that the 

statute or plan requires access to off-formulary drugs, but not necessarily the discounts.
138
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Third, the federal government collects information about the relationship between private 

sponsors and drug companies. For instance, Part D sponsors are required to disclose the price 

concessions negotiated with drug companies and other entities to the CMS, which keeps this 

information confidential.
139

  

 

Fourth, CMS sets the premium that each sponsor may charge. Plan sponsors compute their 

estimated costs for each Medicare beneficiary (including administrative costs and return on 

investment) and submit this estimate as part of its proposed contract with CMS.
140

 Plan sponsors 

give CMS information on each prescription filled under its plan and each Medicare beneficiary 

that is part of its plan to compute the reimbursement that CMS will pay the sponsors.
141

  

 

Figure 2 illustrates the current pharmaceutical benefits scheme for Medicare. 

 

Figure 2: Federal Involvement with Medicare Part D 

 
 

Roman numerals I, II and III indicate the moments of federal government interaction with the 

Part D program.  

 

Medicaid 
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The Medicaid program was established in 1965 under the same legislation that created 

Medicare.
142

 In contrast to Medicare, eligibility is based on income and/or wealth rather than 

age.
143

 Children and adults in poor families, poor people with disabilities, and poor elderly 

people make up most of the 68 million people who are enrolled in Medicaid.
144

  

 

Medicaid also differs from Medicare in that the program is administered by states, with 25 to 50 

percent of the funding coming from state budgets.
145

 These state-administered Medicaid 

programs are not required to cover prescription drugs, but most of them do offer drug 

coverage.
146

 Unlike Medicare, private entities do not provide drug coverage. Unlike the VHA, 

the federal government does not directly purchase drugs, so it does not involve procurement.  

 

There are several points of ongoing federal involvement in Medicaid, including the initial 

establishment of the program in federal law; the setting of discount agreements and federal upper 

limits; and the regulation of state formularies.  

 

Under a program that has been around since 1990, if drug manufacturers wish to have their drugs 

covered under Medicaid, they must sign discount agreements with the federal government to 

keep down costs for the state programs.
147

 These discount agreements take the form of rebate 

schemes.
148

 Drug manufacturers pay rebates to states each quarter for the drugs that state 

Medicaid programs use.
149

 State governments share a portion of these rebates with the federal 

government.
150

 The dollar value of the rebates is calculated with a complicated formula as a 

percentage of either the average price wholesalers are charged by drug manufacturers or the best 

price that any purchaser pays for the drug.
151

 The purpose of requiring companies to sign these 

discount agreements if their drugs are to receive coverage is to ensure that Medicaid obtains 

discounts similar to private large buyers of drugs.
152

 State Medicaid drug benefit programs must 

provide coverage and reimbursement for drugs covered under these discount agreements.
153

  

 

Additionally, according to CRS, “[State-to-private] Reimbursement levels for all Medicaid 

covered items and services, including prescription drugs, are set by the states. Unlike many other 

Medicaid items and services, however, prescription drug prices are subject to upper limits 

established in federal law that restrict the amount of federal matching payments available for 

those products.”
154

 These Federal Upper Limits apply to generic drugs that are manufactured by 

multiple companies. The Federal Upper Limit is the price ceiling above which the federal 

government will not reimburse states for costs of a certain drug.
155

 Hence, Federal Upper Limits 

define the limits of the federal government’s reimbursements to states, whereas the discount 

agreements between the federal government and drug manufacturers define the rebate amounts 

that drug manufacturers reimburse to state governments.  

 

Under federal law, a state is permitted to establish a formulary and a prior authorization program. 

These concepts are linked, but there are some differences between them.  

 

Federal law limits the restrictiveness of state Medicaid formularies.
156

 Such formularies are 

written by a committee of physicians, pharmacists, and similarly qualified individuals created by 
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the governor of the state that wishes to have a Medicaid formulary.
157

 Forty-eight states have 

established formularies for their Medicaid programs or their other state public drug benefit 

programs.
158

 States must cover drugs that are part of the discount agreements between drug 

manufacturers and the Department of Health and Human Services, but states are permitted to 

exclude such drugs from their formulary if they have no significant therapeutic advantage over 

other drugs in the formulary.
159

 Medicaid formularies are key policies for states trying to save 

money. Texas managed to save an estimated $140 million over two years by using a formulary, 

while Florida saved nearly $500 million over three years with a similar policy.
160

 Oregon’s 

Medicaid program has saved around 40 percent per prescription as a result of instituting 

formularies in 2009.
161

 

 

In contrast, federal statute requires that states have a “prior authorization” program to ensure that 

Medicaid beneficiaries have access to off-formulary drugs.
162

 Under prior authorization 

programs, states can require physicians to obtain approval before prescribing medications. The 

federal statute requires a prior authorization program to be used if a state sets up a formulary that 

fits into the definition of “formulary” used in the Medicaid statute.
163

 However, states can also 

have prior authorization programs without having formularies. All but one state – even states 

with no Medicaid formulary – require prior authorization for prescription of certain drug classes 

and brand-name drugs.
164

 

 

Prior authorization programs do not have the requirements as formularies. Under the Medicaid 

statute, a formal formulary must comply with a set of conditions, including being developed by a 

committee of physicians and pharmacists and only excluding drugs that do not “have a 

significant, clinically meaningful therapeutic advantage in terms of safety, effectiveness, or 

clinical outcome.”
165

  

 

Some states have set up “Preferred Drug Lists” (PDLs) that function like formularies in some 

respects but are essentially exceptions to prior authorization programs. As MaineCare explains, 

“A formulary is a list of drugs that are available and approved for use by a variety of insurance 

companies, managed care organization, hospitals and governmental entities. Drugs must be 

prescribed from the formulary and no exceptions are typically available. In contrast, a Preferred 

Drug List (PDL) is a component of the Prior Authorization (PA) process. In order for 

reimbursement to occur, MaineCare requires that certain medications must be approved 

beforehand. This approval is based on previously specified criteria. Medications deemed to be 

clinically and/or economically superior to other clinically similar drugs are placed on the PDL. 

Most medications on the PDL can be prescribed and dispensed without prior authorization.”
166

 

States may prefer to establish a PDL because federal law does not require a formal committee to 

be established to develop the PDL as is required for formularies.
167

 

 

States also tackle cost containment in other ways. For instance, about 70 percent of states require 

generic substitution for brand-name drugs when they are available.
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Rules for allowing drug companies to appeal formulary decisions vary from state to state. But the 

overall thrust of the program can be and has been appealed in federal courts. In 2003, 

pharmaceutical companies sued CMS over state Medicaid formulary and prior authorization 

practices, on the basis that CMS approved the state programs and thus was responsible for them. 

In that case, Maine’s prior authorization practices were at issue: drug manufacturers subject to 

them complained that the procedural hurdle (which was apparently applied to attempt to coerce 

the companies into offering Maine discounts for non-Medicaid patients) led to a decline in their 

market share against competitor products, and that the prior authorization programs were 

unconstitutional because of federal preemption.    

 

The Supreme Court ruled against the drug companies, opining that the states have substantial 

discretion in structuring their Medicaid programs and, “The record does demonstrate that prior 

authorization may well have a significant adverse impact on the manufacturers of brand name 

prescription drugs and that it will impose some administrative costs on physicians. The impact on 

manufacturers is not relevant because any transfer of business to less expensive products will 

produce savings for the Medicaid program. The impact on doctors may be significant if it 

produces an administrative burden that affects the quality of their treatment of patients, but no 

such effect has been proved. Moreover, given doctors’ familiarity with the extensive use of prior 

authorization in the private sector, any such effect seems unlikely.” [italics added] 

 

In a concurring opinion, Justice Scalia wrote that, “I would reject petitioner's statutory claim on 

the ground that the remedy for the State's failure to comply with the obligations it has agreed to 

undertake under the Medicaid Act … is set forth in the Act itself: termination of funding by the 

Secretary of the Department of Health and Human Services, see 42 U.S.C. § 1396c. Petitioner 

must seek enforcement of the Medicaid conditions by that authority—and may seek and obtain 

relief in the courts only when the denial of enforcement is ‘arbitrary, capricious, an abuse of 

discretion, or otherwise not in accordance with law.’” Justice Thomas went further and stated 

that pharmaceutical companies don’t have a right to bring preemption claims against CMS.
169

 

 

A major issue in that case was whether ensuring greater drug access for non-Medicaid 

populations helps further a Medicaid related goal. In another court challenge brought by the 

pharmaceutical industry against CMS, the manufacturers argued that Michigan’s similar prior 

authorization program violated the federal Medicaid law. The courts applied the Chevron test 

familiar from Administrative Procedure Act jurisprudence, and determined that CMS’ allowance 

of the Michigan procedure – while not “entirely satisfactory” and producing “an alternate, and 

more cumbersome, means of subjecting drugs to prior authorization” was nonetheless reasonable 

and not arbitrary or capricious.
170

   

 

Finally, state attorneys general have sued various drug companies over alleged overpayments, 

citing violations of state consumer protection statutes and other laws. The sheer breadth of these 

cases has led to a push for them to be consolidated, and many proceeded in federal rather than 

state courts. In one of these cases, the judge wrote that while Medicaid is administered by both 
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the federal and state governments, some of the most central aspects of the Medicaid program that 

relate to drug companies are federal in nature.
171

 

 

Figure 3 details the moments of federal involvement in the Medicaid program. 

 

Figure 3: Interaction of CMS, State Medicaid Programs, and Drug Companies 

 
 

340B program 

 

The 340B program allows certain nongovernmental health centers to purchase drugs at prices 

similar to prices that state Medicaid programs pay, meaning that the health centers get a discount 

of 20 to 50 percent.
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 The 340B program is administered by the Health Resources and Services 

Administration (HRSA), a federal agency within the Department of Health and Human 

Services.
173

 Many different health centers qualify for the program, such as migrant health 

centers, homeless health centers, family planning centers receiving certain government grants 
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and contracts, and children’s hospitals receiving certain federal funds.
174

 About 16,500 health 

centers were participating in the program as of 2011.
175

  

 

Although the program is separate from Medicaid, if drug manufacturers want their drugs to be 

covered by Medicaid they must sign an agreement with the Department of Health and Human 

Services to provide drugs at a discount to 340B health centers.
176

 The agreements prohibit drug 

manufacturers from imposing conditions on the sale of drugs to health centers that are more 

burdensome than conditions for sale to other entities.
177

 According to the GAO, the drug prices 

in these agreements are set by statute: “In general, the 340B price for a drug is calculated 

quarterly by subtracting the unit rebate amount used in the Medicaid Drug Rebate Program from 

the drug’s average manufacturer price. See 42 U.S.C. § 256b (a)(1). Average manufacturer price 

is the average price paid to a manufacturer for drugs distributed to retail community pharmacies. 

It includes direct manufacturer sales to retail community pharmacies, as well as sales by 

wholesalers.”
178

 

 

Health centers are free to negotiate with drug manufacturers to obtain prices below the “ceiling 

price” set by the agreements between drug companies and the Department of Health and Human 

Services.
179

 The program has no explicit link to formulary development; community health 

centers set their formularies through their own processes.
180

  

 

According to a 2011 U.S. Supreme Court case, HHS has lacked the authority to ensure that 340B 

entities are not charged higher than the ceiling price by drug manufacturers. This lacuna led 

Santa Clara County to challenge the pharmaceutical companies directly, an effort that the Court 

rejected. The Court noted that the 2010 Affordable Care Act will institute a more streamlined 

authority to enforce these prices, which would ultimately be reviewable by courts under the 

Administrative Procedure Act.
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