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Drug Pricing: What Happened in 2019 and What to Watch in 2020

Have you heard that drug prices are too high? If not, you have not been listening to President Donald
Trump, Secretary of Health and Human Services (“HHS”) Alex Azar, or almost any member of Attorneys
Congress. In the past year, a dizzying array of drug pricing actions and proposals have come out of the

Tom Bulleit
White House and Congress, as well as the governor’s offices and legislative halls in most states. Scott Falin

Despite the unprecedented attention, drug makers increased prices an average of 5.1% to start 2020, compared to average
increases of 5.2% in January 2019 and 8.0% in January 2018.1 While the Trump administration likely will claim that its
policies deserve credit for this modest reduction in the rate of increase, there appear to be no signs of any price decreases.
Moreover, apart from a doomed provision for direct government negotiation of prices in Speaker Nancy Pelosi’s bill, and
(perhaps) a not-yet proposed rule for international reference pricing for Medicare Part B (discussed below), there are not
even any current proposals that would limit the launch price of a new drug. Indeed, this year saw the largest list price for a
new drug in American history: $2.1 million for the gene therapy Zolgensma.? Drug makers’ arguments—that the ability to
set their own prices is essential to continue the notable medical triumphs that have resulted from their research and
development efforts in the past half century—Ilargely have continued to carry the day.

That said, in the twenty months since the President unveiled his “American Patients First” strategy (the “Blueprint”) in
May 2018,3 there has been a great deal of governmental activity that is affecting, and will continue to affect, the ways in
which Americans access prescription drugs. These include reforms of Medicare’s prescription drug benefit programs,
greater transparency into drug prices and price increases, more support for generics and biosimilars, and the prospect of
importing cheaper drugs from other countries. At the same time, just the continuing conversation about (and therefore
potential for) more consequential governmental measures—direct negotiation, restructuring the supply chain to channel
rebates to consumers instead of “middlemen” like pharmacy benefit managers, or international reference pricing—is likely
to impact, at least at the margins, the behaviors of drug makers, insurers, providers, and others.

With this context in mind, this Alert will recap what happened on prescription drug pricing at the federal and state levels in
2019, and will speculate as to what bears watching in 2020.

Executive Summary

In the year and a half since the Blueprint’s release, the Trump administration has released a flurry of proposed and final
regulations with a mixed record of success. The administration has implemented a handful of more modest reforms that are
less controversial, but do not promise to be very consequential. These include actions by the Food and Drug Administration
(“FDA’) to promote competition, new transparency requirements in the Medicare program, and expanded tools for
Medicare Advantage and Part D plans to steer beneficiaries towards less expensive products.

However, the administration also suffered a series of policy defeats in 2019. In the face of congressional and public
pushback, HHS abandoned two of its more ambitious proposed rules to weaken the Medicare Part D protected classes and
to eliminate protections under the Anti-Kickback Statute for manufacturer rebates to plans and pharmacy benefit managers
(“PBMSs™). The administration also had to drop language related to exclusivity for biologics from its trade agreement with
Canada and Mexico, while a federal district court vacated HHS’s proposal to require drug price disclosures in television
advertisements.

With little implemented thus far that appreciably lowers drug prices and with a competitive election on the horizon,

President Trump is still searching for a signature drug pricing win. Accordingly, the administration has teed up two
controversial proposals for potential implementation in 2020: importation of drugs from Canada and the use of
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international reference pricing within Medicare Part B. If pursued, both policies could provide a strong talking point for the
Trump campaign, but likely would face political, legal, and/or operational challenges.

On Capitol Hill, there appears to be a fairly bipartisan consensus that Congress ought to do something to address drug
prices, but little agreement as to what such a bill should entail. On a largely party-line vote in December, Speaker Nancy
Pelosi and the House Democrats passed a bill that would dramatically alter the U.S. drug market through government price
negotiations and international reference pricing, but is opposed by the White House and Senate Republicans. In the Senate,
Republican Finance Chairman Chuck Grassley is seeking to build support for a bipartisan drug pricing package that has the
administration’s blessing, but has encountered resistance from Republicans who object to the bill’s provisions requiring
manufacturers to pay inflationary rebates under Medicare Parts B and D. Meanwhile, a group of House and Senate
Republicans have introduced legislation that packages together bipartisan bills that would make modest reforms to the drug
pricing landscape, but lack the more consequential changes sought by Sen. Grassley and most congressional Democrats.
The first half of 2020 likely will determine whether any comprehensive drug pricing package can pass this Congress. The
2019 year-end spending bill punted a range of must-pass legislation to May 2020 to give congressional leaders more time
to arrive at a bicameral compromise on drug pricing.

Compared to their federal counterparts, states were far more successful at enacting drug pricing legislation in 2019. Last
year, 37 states enacted at least one drug pricing bill.* New laws covered a range of topics from PBM licensure and
wholesale importation to price reporting and transparency.

With the 2020 elections around the corner and public polls suggesting that drug prices remain a top concern of voters,® the
new year is poised to bring even more activity and rhetoric focused on prescription drug prices.
The Trump Administration

The Trump administration’s drug pricing efforts began in earnest with the May 2018 announcement of the Blueprint.
Without announcing any immediate policy changes, the strategy laid out four priorities for curbing prescription drug
prices:

e Improve competition;
e Create a framework for better negotiations with drug makers;
e Provide incentives to lower the list prices of drugs; and

e Reduce patients’ out-of-pocket costs.®

For each priority, the Blueprint provided a laundry list of potential policies. Although many of the proposals would require
congressional action, which, as discussed below, has been largely lacking thus far, a significant number can be
accomplished administratively. Over the past year and a half, the administration has implemented some of those ideas,
while abandoning others. Notably, the administration’s two most controversial proposals that are still pending—wholesale
importation and international reference pricing—were not mentioned in the Blueprint.

Implemented Policies
Medicare Utilization Controls
While the administration opposes direct government negotiation of drug prices—an idea that then-candidate Trump had

suggested in 2016"—it has pursued policies to strengthen the negotiating power of private plans that provide coverage to
Medicare beneficiaries through Part C (also known as Medicare Advantage) and Part D.
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For example, starting in 2019, the Centers for Medicare & Medicaid Services (“CMS”) have granted Medicare Advantage
plans the authority to use step therapy for Part B drugs (i.e., pharmaceutical products that are traditionally covered under
the Part B benefit, such as physician-administered drugs).® Step therapy refers to the insurance practice of requiring that a
patient try a preferred drug before covering a non-preferred and generally more expensive drug.

CMS also has taken steps to encourage Part D plans to use prior authorization and step therapy for “protected class” drugs.
By statute, Part D plans must cover all available drugs in the six protected classes with few exceptions.® In its May 2019
final Part D rule, the agency codified its guidance allowing Part D plans to use prior authorization and step therapy for new
starts of protected class drugs, except for drugs belonging to the anti-retroviral class.® While such utilization controls
improve the ability of Part D plans to steer patients to lower-cost drugs, the impact of such policies will be limited so long
as plans must cover all drugs in the protected classes. As discussed below, the Trump administration considered, but
ultimately abandoned, a proposal to weaken the protected classes’ coverage mandate.

Transparency Initiatives

As part of the Blueprint’s strategy to incentivize manufacturers to lower list prices, the administration frequently has
sought to increase transparency of prices. Supporters of such measures hope that they will steer consumers to cheaper
alternatives and shame companies into reducing prices to avoid negative publicity. Transparency initiatives generally are
popular politically because they impose minimal costs on industry and government and do not restrict access to drugs for
patients and providers. However, many observers are skeptical that transparency alone will have a significant influence on
how manufacturers price their products.!

Transparency initiatives implemented or proposed by the Trump administration include:

e In late 2018, President Trump signed into law two bills that prohibit plans and PBMs in the commercial and
Medicare markets from imposing “gag clauses” that restrict pharmacists from telling consumers when purchasing a
drug out of pocket, rather than with insurance, would save them money.*2

e A May 2019 final rule requires Medicare Part D plans, starting in 2021, to include drug price increases and lower-
cost therapeutic alternatives in their members’ explanations of benefits.'® The rule also requires Part D plans to
adopt by 2021 at least one electronic “Real Time Benefit Tool” that informs prescribers at the point of service
when lower-cost therapies are available under the patient’s plan.*

e In November 2019, the administration issued a proposed rule that solicits feedback on requiring commercial plans
to provide estimates to members regarding prices and cost-sharing for different drugs and services.™

e Asdiscussed below, CMS attempted to require manufacturers to include list prices in direct-to-consumer television
advertisements for certain drugs reimbursable by Medicare and Medicaid, but was blocked by a federal court.

Value-Based Care

The administration has supported value-based payment models for prescription drugs, particularly in the Medicaid
program. Since June 2018, CMS has approved state plan amendments authorizing Oklahoma, Michigan, and Colorado to
enter into contracts with manufacturers that tie Medicaid reimbursement to certain drugs’ outcomes.” In 2019, CMS also
approved proposals by Louisiana and Washington to implement subscription-based models for purchasing expensive
Hepatitis C drugs.® Commonly referred to as the “Netflix model,” this arrangement allows the state to pay a flat fee to a
manufacturer in exchange for unlimited access to its Hepatitis C drug over a certain period.*® While value-based
arrangements provide states with an innovative approach to managing Medicaid prescription drug spending, the long-term
impact of such models is unclear. Thus far, states have encountered various challenges in setting up outcomes-based
contracts with manufacturers,?® while subscription-based models may only work for a small number of drugs with market
conditions similar to those of Hepatitis C drugs.?
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In October 2019, the administration released long-awaited proposed rules to amend regulations under the Anti-Kickback
Statute and the Stark Law to support, among other things, value-based initiatives.?? Although the proposed rules did not
include any safe harbors for value-based arrangements for pharmaceutical products, the administration noted that it would
consider such protections in future rule-making.?

FDA Initiatives

Although drug prices generally do not fall within FDA’s jurisdiction, the agency has taken some modest administrative
steps to encourage competition.?* For example:

e Promoting Generics and Biosimilars: FDA has released a Drug Competition Action Plan, a Biosimilars Action
Plan, and other guidance materials to facilitate the development and approval of lower-cost alternatives.?

e Cracking Down on “Shenanigans™: FDA has sought to discourage brand-name manufacturers from engaging in
what many perceive to be anti-competitive behaviors. Examples include issuing new guidances regarding steps to
prevent brand-name manufacturers from using FDA’s citizen petition process or negotiations over shared risk
evaluation and mitigation strategies (“REMS”) to impede generic competition.?® FDA also has resorted to
publishing the names of companies that engage in certain conduct, such as blocking generic manufacturers from
obtaining samples necessary to reverse engineer a brand name drug.?’

Policy Retreats and Defeats
Medicare Protected Classes

In conjunction with expanding the use of prior authorization and step therapy within the Medicare protected classes, CMS
also initially proposed granting Part D plans the ability to exclude certain protected drugs from their formularies
altogether.?® Under current law, plans have limited bargaining power to demand discounts from manufacturers for
protected drugs. According to CMS, discounts for such drugs reach 20 to 30 percent in the commercial market, but average
just six percent in Medicare.?® To weaken the protected classes and increase Part D plans’ leverage, the administration’s
November 2018 proposed rule would have allowed plans to exclude a protected drug from their formularies if (1) the drug
was merely a new formulation of an existing single-source drug or biologic or (2) the drug’s wholesale acquisition price
(“WAC”) rose faster than inflation.°

The proposal, however, received strong pushback from drug makers, patient and disease advocacy groups, and members of
Congress concerned that scaling back the protected classes could adversely affect patients suffering from serious
conditions.! The Trump administration ultimately backed off and did not include the exclusion proposal in its May 2019
final rule,®2 succumbing to the same political pressure that compelled the Obama administration to drop its proposal in
2014 to eliminate three of the six protected classes.®* CMS’s second defeat on this issue in just five years suggests that the
protected classes likely are safe for the near future.

Anti-Kickback Statute Safe Harbors for Drug Rebates

Just two months after abandoning its protected class reform, the administration conceded defeat on another of its more
ambitious drug pricing proposals. In July 2019, HHS withdrew its proposed rule to amend the Anti-Kickback Statute’s
regulatory safe harbors to encourage plans and PBMs to share rebates received from drug manufacturers directly with
Medicare and Medicaid beneficiaries.3* Specifically, the rule would have made three changes:

e Narrowed the existing regulatory discount safe harbor to exclude manufacturer rebates on prescription drugs
offered to Medicare and Medicaid plans and the PBMs dealing on their behalf;
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e Established a new safe harbor to protect discounts offered by drug manufacturers that are shared with the
beneficiary at the point of sale; and

e Established a new safe harbor for service fees paid to PBMs by manufacturers that are not based on volume.®

By addressing the complex and opaque web of rebates and other price concessions between manufacturers, plans, and
PBMs, the proposal threatened to fundamentally alter the current drug distribution system. However, the proposed rule
would not have directly regulated the price-setting activities of manufacturers. Instead, HHS contended that the rule would
reduce beneficiaries’ out-of-pocket costs by redirecting rebates to the point of sale, while removing the incentive for
manufacturers to keep list prices (and rebates) high to secure more favorable formulary placement for its products from
PBMs and plans.3®

Various policy and political considerations ultimately convinced HHS to withdraw the proposed rule. Most notably, while
the proposal probably would have resulted in lower out-of-pocket costs at the pharmacy for Medicare beneficiaries, it also
most likely would have caused Part D premiums to rise, as plans could no longer retain rebates to reduce premiums.® The
administration may have feared the political repercussions of premium increases for seniors, especially if they coincided
with the 2020 campaign.®® Moreover, as a result of rising premiums, HHS estimated that the proposal could increase
federal government spending by as much as $196 billion over ten years.® Lastly, for all of the upheaval to the market, it
remained unclear whether a final rule would result in any reductions to list prices.

Price Transparency in Television Ads

In May 2019, CMS issued its final rule requiring manufacturers include list prices in television advertisements promoting
drugs that are covered by Medicare and Medicaid and that have a WAC of greater than $35 per month.*® Three
manufacturers and the Association of National Advertisers sued to block the rule on the grounds that it exceeded HHS’s
regulatory authority and violated the First Amendment.*! In July, the federal district court for the District of Columbia
sided with the plaintiffs, vacating the rule on the former grounds without opining on the First Amendment issue.*? Even if
HHS can convince the D.C. Circuit on appeal that it has the authority to issue such a rule, the plaintiffs likely have the
upper hand with respect to the First Amendment arguments.*?

Legislation to require manufacturers to make such disclosures has amassed a sizable coalition of bipartisan supporters.** If
such a bill were to pass Congress, the issue of HHS’s regulatory authority would be moot. Congress’s blessing, however,
cannot protect the proposal from a First Amendment challenge.

International Trade

Most recently, the administration’s drug pricing agenda appeared to suffer a setback when House Democrats succeeded at
removing a provision regarding market exclusivity for biologics from the proposed United States-Mexico-Canada trade
agreement (the “USMCA"). Originally announced in November 2018, the USMCA, if ratified, would have extended
market exclusivity periods for biologics to 10 years in Canada and Mexico, which currently grant eight and five years,
respectively.*® The United States, on the other hand, provides biologic manufacturers with 12 years of exclusivity.

House Democrats criticized the provision as a hand-out to the drug industry.*” In December, the administration and House
Democrats reached an agreement on a revised trade deal that dropped the exclusivity provision, among other changes.*
The House passed the new agreement before Christmas, and the Senate is expected to bring it up for a vote in early 2020.4°

The original trade agreement created an interesting alliance between the administration and the brand-name industry.
Extending exclusivity periods abroad aligned with President Trump’s criticisms of foreign countries for “free riding” by
paying lower prices for drugs than American consumers. Longer exclusivity periods would allow biologic manufacturers to
avoid competition and, thus, charge a higher price for a longer period in other countries. However, the delayed competition
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also could dampen incentives for manufacturers to develop biosimilars, which in theory bring down prices in the long run.
As a result, while the provision’s demise could be seen as a capitulation by the Trump administration, its absence in the
revised USMCA ultimately could be a win for the President’s overall goal of lowering drug prices.®

Policies in the Works to Watch in 2020
Importation

In July 2019, the Trump administration unveiled its Safe Importation Action Plan, which laid out HHS’s plans to establish
two new pathways for importing certain drugs originally intended for foreign markets where they are generally available at
lower prices.5! The administration’s embrace of drug importation—an idea historically championed by Democrats®—
represents a surprising reversal of both the current and past administrations’ long-standing opposition to importation. In
2003, Congress authorized HHS to issue regulations permitting wholesale importation if the agency could attest to its
safety and cost-effectiveness.>® Since then, each administration had declined to craft such regulations, claiming that the
federal government could not assure the safety of the drug supply chain.> Consistent with the position of his predecessors,
Secretary Azar dismissed importation as little more than a “gimmick” just days after the release of the Blueprint, which did
not even mention importation.®

The policy, however, caught the attention of President Trump, who publicly directed Mr. Azar to help the state of Florida
with its efforts to gain federal approval for a wholesale importation program.®® Shortly thereafter, the administration
proposed the following pathways:

e State Pilot Programs: Pathway 1 would authorize demonstration projects developed by states to import certain
drugs from Canada. To receive FDA’s approval, states would need to show that the program would ensure
consumer safety and achieve cost savings. States must also identify the foreign seller in Canada that will purchase
drugs directly from manufacturers and the importer (i.e., a wholesaler or pharmacist licensed in the United States)
that will buy the drug directly from the foreign seller. Both the foreign seller and importer must comply with U.S.
drug supply chain security requirements. Additionally, the manufacturer or importer must ensure the drug is tested
and labeled in accordance with U.S. law. States would not be permitted to import controlled substances,
biologicals, or drugs subject to FDA’s REMS program. The administration released the proposed rule for
implementing Pathway 1 in December.®’

e Manufacturer Self-Importation: Pathway 2 would permit manufacturers to import their own drugs that were
originally manufactured and intended to be marketed in a foreign country and offer them for sale at a lower price in
the United States under different National Drug Codes (“NDCs”). This pathway would be open to a broader range
of drugs, including biologics. FDA released its draft guidance for Pathway 2 in December.%®

By releasing the proposed rule and draft guidance in December, the administration potentially has teed up both pathways to
be finalized at some point in 2020. Multiple states have expressed interest: Florida and Vermont have already submitted
proposals to HHS, Colorado and Maine enacted importation bills and are currently drafting proposals, and New York’s
governor recently announced that he plans to convene a commission to submit a plan to HHS.5®

While importation comes as a major reversal for HHS, the policy shift likely will have only a limited impact on drug
prices. Canada is a relatively small prescription drug market compared to the United States, which limits the degree to
which states can rely on importation.®® The Canadian government likely will try to protect its citizens’ access to drugs by
impeding diversion to the United States, especially since manufacturers are unlikely to want to sell more drugs to Canada
to make up for diverted quantities.®! Likewise, established Canadian wholesalers are not eager to upset either
manufacturers or the Canadian government by engaging in importation. The president of a Canadian drug distributor trade
association has said, “We are not in the business of exporting. There is ho merit to doing so — in fact, there is a
disincentive.”%?
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The second pathway also seems unlikely to have much of an effect on prices. HHS claims it developed this pathway in
response to complaints from manufacturers that said they would like to offer their drugs at lower list prices, but that they
were restricted by contracts with supply chain entities, such as distributors and PBMs.%* By allowing companies to import
the same drugs under different NDCs, the administration contends that a manufacturer could avoid its contractual
obligations and offer the same product at a lower price. It is unclear, though, why manufacturers would voluntarily make
widespread use of this pathway. In fact, several observers have speculated that HHS created this pathway primarily to
undermine manufacturers’ claims that they would lower list prices, but for the commitments extracted by other entities.%*

International Reference Pricing

In October 2018, the administration announced what is arguably its most consequential proposal thus far: a new,
mandatory Medicare Part B demonstration project that would use an international pricing index to pay for select single-
source drugs and biologics.®® Tying domestic prices to the prices paid in other countries that engage in more aggressive
price regulation than the United States represents a remarkable reversal from the administration’s Blueprint, which
expressly criticized other countries’ use of price controls and international reference pricing.® Specifically, the original
proposal had three major parts:

e Vendor-Based Distribution System: Under the current “buy-and-bill” system, providers assume the financial risk of
acquiring Part B drugs and are later reimbursed by Medicare for the drug’s average sales price plus six percent
(“ASP+6").%” Under the proposal, vendors, such as PBMs, would contract with CMS to serve as “middlemen” who
would take on the risk of buying drugs and then supply them to providers.

¢ International Reference Pricing: CMS would reimburse the vendors for each drug at a rate tied to the average price
of the drug in select countries.%® After a five-year phase-in, reimbursement would be equal to 126% of the
international pricing index. According to HHS, Medicare currently pays on average 180% of what other countries

pay. 69

o Eliminate ASP+6: Since providers no longer purchase the drugs themselves, the proposal would replace the
ASP+6 reimbursement with a fixed add-on fee for each drug administered, regardless of the drug’s cost.
Proponents argue a fixed fee would remove the financial incentive for providers to use more expensive drugs,
which result in a larger six percent add-on payment for the provider than cheaper alternatives.”

The October 2018 announcement came in the form of an advance notice of proposed rulemaking. Despite rumors
throughout 2019 that a proposed rule was imminent,’ the proposed rule remains under review at the White House’s Office
of Management and Budget (“OMB”) and its details are not public.”> Administration officials, however, have hinted that
the proposed rule may be even more aggressive than the original proposal. For example, a top White House official has
suggested that the demonstration project might also apply to a subset of retail drugs reimbursed under Medicare Part D.”™
More recently, Secretary Azar revealed that President Trump disliked the proposal’s target reimbursement of 126% of the
international pricing index, as the President believes that the United States ought to be “getting the best deal among
developed countries.”™ This comment fueled speculation that the proposed rule will take a “most favored nation”
approach, setting Medicare reimbursement at the lowest price paid in select countries, as opposed to the average price.”

With a proposed rule already at OMB, an international reference pricing demonstration project likely is the most significant
drug pricing action that could come out of the Trump administration this term. In fact, the administration may seek to
release a proposed rule (and, if the rulemaking schedule permits, possibly a final rule) during the 2020 re-election
campaign to provide Mr. Trump with an opportunity to tout his drug pricing record.

However, there are several reasons to be skeptical that such a proposal will ever be implemented by this administration.

First, many commentators have long speculated that the proposal primarily was intended as a negotiating tactic to drive the
drug industry, as well as congressional Republicans, to the table.”® Second, the administration may be slow-walking the
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proposal to give Sen. Grassley more time to build support for his White House-backed drug pricing package. Once a
proposed rule is formally issued, it will reduce the Grassley bill’s estimated savings, which may make it more difficult to
get other Republicans on board.”” Additionally, the administration may be concerned about the lack of support among
congressional Republicans for the proposal. For example, during the Senate Finance Committee’s markup of the Grassley
bill, committee Republicans narrowly failed to add an amendment that would have blocked HHS from proceeding with the
proposal.™

Political considerations aside, the proposal, if finalized, would face significant operational and legal challenges. The
advance notice of proposed rulemaking deferred many important details that still need to be worked out before the
demonstration project’s feasibility can be fairly assessed.’® Additionally, industry could sue to block any final rule on the
grounds that it is inconsistent with current law, and exceeds CMS’s demonstration authority.® If such arguments prevail,
the Trump (or a subsequent Democratic) administration would need an act of Congress to proceed, an unlikely prospect so
long as Republicans control the Senate.

Untested Authorities: Compulsory Licensing

The Democratic presidential debates have put the spotlight on two workarounds under current law that empower the
federal government to disregard a manufacturer’s patent for a brand-name drug and grant licenses to other parties to
manufacture such drug.8 In theory, this would create competition that should lower prices for an otherwise high-cost drug
that currently enjoys a monopoly because of intellectual property laws. The two authorities are:

e Bayh-Dole Act: The 1980 Bayh-Dole Act provides the federal government with “march-in” rights.®? If a federal
agency (e.g., the National Institutes of Health (“NIH")) has provided research funding that leads to a patented
invention, the agency has the authority under certain conditions to “march in,” ignore the patent owner’s
exclusivity rights, and grant licenses to other companies to produce the patented product. One of the conditions is
if such “action is necessary to alleviate health or safety needs which are not reasonably satisfied” by the patent
holder.8 March-in rights have not previously been exercised by any federal agency, so the potential reach of the
health or safety needs authorization is unclear.

e 28 U.S.C. 1498: Section 1498 is an eminent domain-like statute that authorizes the federal government to take over
a patent and grant licenses to others so long as the government provides “reasonable compensation” to the patent
holder.8 Unlike the Bayh-Dole Act, Section 1498 applies to all patented inventions, not just those produced with
federal funding.®® This authority has been used in recent years by the federal government; however, such instances
typically involve national security agencies and relatively small compensation amounts.®” The use of Section 1498
to break brand-name manufacturers’ patents on a large scale would represent an enormous change in the
government’s approach. The only recent example where the government purportedly considered invoking this
authority with respect to prescription drugs came during the 2001 anthrax scare when, amid fears about potential
shortages and price gouging, the Bush administration used the threat of Section 1498 to secure concessions from
Bayer for its drug ciprofloxacin.®

Thus far, Trump administration officials, including Secretary Azar and NIH Director Francis Collins, have rejected
compulsory licensing.® Industry cannot necessarily rest easy, though, considering President Trump embraced importation
and international reference pricing not long after those ideas were dismissed by members of his own administration.
Moreover, these two statutes likely will continue to receive increased attention as the presidential campaign unfolds,
especially if a more progressive candidate captures the Democratic nomination.

The 116" Congress

2019 ushered in a divided Congress for the first time in Mr. Trump’s presidency. Republicans retained control of the
Senate, while the Democrats, led by reinstalled Speaker Nancy Pelosi, seized a majority in the House. Along with surprise
billing, drug pricing quickly emerged as one of the top health care priorities for both chambers. For example, shortly after
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the 116" Congress convened in January, committees in both chambers held hearings and launched investigations into
various drug pricing issues.%

While both parties appear to agree that Congress ought to do something, divisions between and within the parties have
prevented Congress so far from sending a comprehensive package of drug pricing policies to the president. Nonetheless,
three noteworthy, but less controversial, drug pricing reforms did become law in 2019 after being attached to other
legislative vehicles:

e The Right Rebate Act: As part of a larger Medicaid package, Congress passed Sens. Grassley and Ron Wyden’s
bipartisan Right Rebate Act in April.** Inspired by the controversy surrounding Mylan’s efforts to reduce its
Medicaid rebate obligations by classifying its EpiPen product as a generic, the legislation creates new penalties for
manufacturers that knowingly misclassify their drugs under the Medicaid Drug Rebate Program (“MDRP”) and
gives new authorities to HHS to enforce the law.%?

e MDRP and Authorized Generics: In September, Congress enacted another MDRP reform as part of a short-term
government funding bill.>® Under the MDRP, a manufacturer’s rebate obligations are based in part on the drug’s
average manufacturer price (“AMP”). Previously, manufacturers could include the sales of authorized generics—
drugs that the brand-name manufacturer either sells or allows a secondary manufacturer to sell as a generic drug—
in the calculation of the brand-name drug’s AMP, which generally has the effect of lowering the brand-name
drug’s AMP and, thus, its required rebates.®* As of October 1, 2019, brand-name manufacturers no longer can take
advantage of this pricing benefit.%

e The CREATES Act: In December’s year-end spending package, Congress finally enacted the strongly bipartisan
CREATES Act, which steadily had gained momentum on Capitol Hill over the past few years.* The legislation
creates new causes of action for manufacturers to bring against brand-name companies that refuse to offer samples
of brand-name drugs on reasonable terms for the purposes of testing and developing generic or biosimilar
alternatives. It also gives FDA more flexibility to approve alternative safety protocols when brand-name
companies refuse to allow generic companies to participate in a shared REMS.®” By boosting the generics industry,
CREATES is projected to save the federal government $3.7 billion over 10 years.%® However, the fact that multiple
brand-name manufacturers reversed their initial opposition and endorsed the bill suggests that the branded industry
does not perceive CREATES to be a major threat—at least compared to other proposals that Congress might
consider.*

As part of the year-end spending package that included the CREATES Act, Congress passed a short-term extension of
various health care programs and provisions (commonly referred to as “extenders”) that will expire in late May.'® This
schedule is intended in part to give committee leaders additional time to build consensus for a drug pricing package that
could be attached to an eventual must-pass extenders bill. 10

There are currently three major pieces of legislation that should influence those conversations. From the most ambitious to
the least, those bills are: (1) Speaker Pelosi’s sweeping government negotiation bill that passed the House in December, but
has no prospects in the Republican Senate; (2) the Senate Finance Committee’s bipartisan bill crafted by Sens. Grassley
and Wyden; and (3) Republican Rep. Greg Walden’s package of bipartisan, largely non-controversial, and thus relatively
more modest proposals.

The Pelosi Bill

In December, the House voted 230 to 192 to pass the Elijah E. Cummings Lower Drug Costs Now Act (H.R. 3).1%2 All
Democrats and two Republicans voted in favor of Speaker Pelosi’s bill, which, if enacted, would dramatically alter the
U.S. drug market.® Most notably, H.R. 3 would require HHS to negotiate prices directly with manufacturers for a
minimum of 50 drugs, and up to as many as 250 drugs, per year.%* The negotiated price must not exceed 120 percent of the
average price paid in six reference countries (Australia, Canada, France, Germany, Japan, and the United Kingdom) and
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must be offered to both federal health care programs as well as commercial plans. To drive manufacturers to the
negotiation table, H.R. 3 would impose steep excise taxes on companies that refuse to negotiate or fail to agree to a price at
or below the international reference price. Non-compliant manufacturers would be subject to an excise tax that starts at 65
percent of all sales of the selected drug, increasing by 10 percentage points for each 90 days of noncompliance until the
penalty hits a ceiling of 95 percent.1%

H.R. 3 includes variations of two of the major proposals in the Grassley bill. First, the Pelosi bill would revamp the
Medicare Part D benefit design by capping beneficiaries’ annual out-of-pocket drug spending at $2,000 (currently, there is
no such cap), eliminating the coverage gap (also known as the “donut hole”), and expanding brand-name manufacturers’
obligations to provide discounts to beneficiaries in the initial coverage and catastrophic phases.% Second, H.R. 3 would
require manufacturers to pay rebates to Medicare Parts B and D for the amount by which a drug’s list price increases faster
than the rate of inflation.'%” This effectively would cap annual price increases for drugs covered by Medicare at the rate of
inflation.2® Unlike the Grassley bill, H.R. 3 would extend such rebates to the commercial market as well, if the Department
of Labor determines it is feasible to do s0.1%

According to the Congressional Budget Office (“CBQO”), the bill would have far-reaching implications for the U.S. drug
market. The negotiation provisions alone would cut federal spending by $456 billion over ten years.!!° CBO estimates that
reductions in revenue to manufacturers as a result of the bill would lead to cuts in research and development that would
cause approximately 8 fewer new drugs to be introduced to the U.S. market over the next ten years and roughly 30 fewer
drugs over the following decade.!!

The White House ultimately opposed H.R. 3,2 despite, as House Democrats like to highlight, Mr. Trump’s support for
government negotiations during the 2016 campaign.®® While the bill as a whole has no chance of success in the
Republican-held Senate, H.R. 3 will likely serve as a popular talking point for House Democrats, and certain parts, such as
the Medicare Part D redesign, could be included in some form in a future drug pricing agreement. 14

The Grassley Bill

In the Senate, Finance Chairman Grassley’s Prescription Drug Pricing Reduction Act (“PDPRA”) has emerged as the
leading bill.1**> Negotiated with Finance Ranking Member Wyden and endorsed by the White House, the bipartisan package
was reported out of the Finance Committee in July by a vote of 19 to 9.2 The bill, however, divided the committee’s
Republicans, with six voting in favor and nine voting against.!

Similar to H.R. 3, the PDPRA would require brand-name manufacturers to pay rebates to the Medicare program under
Parts B and D when a product’s list price rises faster than the rate of inflation.*® The inflationary rebates likely are the
bill’s most consequential provisions—accounting for roughly $68 billion in savings to the Medicare program over 10
years®—as well as its most controversial. The rebates are a priority for both Democrats and Sen. Grassley.? Senate
Republicans, however, have largely criticized them as price controls, and an effort by Finance Committee Republicans to
strip the rebates from the bill narrowly failed in July.*?* Several months later, Sen. Grassley has had limited success
winning over his fellow Republicans and has faced resistance from Majority Leader Mitch McConnell, who reportedly
believes the PDPRA is bad policy that could divide his caucus if it were to come up for a vote.'?? Press reports suggest Sen.
McConnell has urged his colleagues not to support the bill, and some speculate that Senate Republicans may be content to
wait out Sen. Grassley, who will lose his position as Finance chairman at the end of the year.'?®

In addition to the Medicare rebate provisions, the PDPRA contains a wide range of drug pricing reforms. Like H.R. 3, the
bill would redesign the Medicare Part D benefit to cap beneficiaries’ out-of-pocket drug costs and reduce their coinsurance,
eliminate the donut hole, and expand manufacturers’ discount obligations.*?* It would raise the cap on manufacturer’s
MDRP rebate obligations from 100 percent of a covered drug’s AMP to 125 percent.'?® The Trump administration’s Fiscal
Year 2020 budget proposal called for eliminating the cap altogether.'?® Among other provisions, the PDPRA also would
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impose new federal price reporting obligations on manufacturers, authorize new Medicaid value-based payment models,
and make tweaks to various federal drug reimbursement methodologies.*?’

The Walden Bill

Lastly, Republican Energy and Commerce Committee Ranking Member Greg Walden has introduced his own package of
drug pricing policies called the Lower Costs, More Cures Act (H.R. 19).12 H.R. 19 avoids more controversial policies,
such as Medicare rebates and price negotiation, and instead packages together an assortment of primarily more modest,
bipartisan proposals. For example, the bill contains multiple transparency measures, including requiring the disclosure of
drugs’ list prices in direct-to-consumer advertisements; many of the tweaks to federal health care programs included in the
Grassley bill; a cap on Medicare beneficiaries’ monthly cost-sharing for insulin; various FDA reforms; and measures to
crack down on “pay-for-delay” agreements between manufacturers to slow generic competition.*?® Notably, H.R. 19
eliminates the MDRP rebate cap entirely and includes a Medicare Part D benefit redesign that caps out-of-pocket expenses
for beneficiaries, eliminates the donut hole, and adjusts manufacturers’ discount liability.1%

Shortly before Christmas, a group of six Senate Republicans, including three Finance Committee members, introduced a
similar Lower Costs, More Cures Act in the Senate (S. 3129).23 The bill’s introduction is further evidence of
dissatisfaction with the Grassley bill among some Senate Republicans.**?

2020 Forecast

In the run-up to the next extenders deadline in May, each of these bills will likely play some role in the ongoing drug
pricing debate. While Speaker Pelosi’s government negotiation provisions are going nowhere in the Senate this year, her
bill will remain a popular talking point for House Democrats and serves as an instructive marker for the Democratic Party’s
increasingly aggressive posture towards the drug industry.

Chairman Grassley remains committed to courting his Republican colleagues to get his bipartisan package over the finish
line. However, the continued angst about Medicare inflationary rebates, Sen. McConnell’s lack of support, and the
introduction of a Senate version of the Walden bill all underscore the challenges Sen. Grassley faces. As Sen. Grassley has
acknowledged, his bill’s prospects may depend on whether President Trump and his administration are willing to pressure
Sen. McConnell and other Senate Republicans to back the bill.}3 Thus far, there is little evidence that Mr. Trump has made
advocating for Sen. Grassley’s bill a priority.***

In the absence of a sustained push by the White House, the Walden bill likely is left as the most viable option. Without
getting significantly more aggressive policies in return, Democrats are highly unlikely to allow the Lower Costs, More
Cures Act to pass as a stand-alone bill, which would give congressional Republicans and the White House a drug pricing
win ahead of the 2020 elections. That said, prognosticators can look to the Walden bill for an instructive list of more
modest, less controversial, and bipartisan drug pricing measures that could catch a ride on another legislative package, such
as the May extenders bill, similar to how the CREATES Act and Right Rebate Act became law last year. Two policies in
particular could be attractive options. First, raising or eliminating the MDRP rebate cap was recently rumored to be a
potential pay-for in the December appropriations package and could be an option in 2020.%* Likewise, some form of
redesigning the Medicare Part D prescription drug benefit, especially capping beneficiaries’ out-of-pocket costs, could
attract bipartisan interest. The drug industry also supports a cap, which may make it easier to pass; however, to pay for
such a policy, manufacturers likely will need to accept changes to the Part D manufacturer discount program.

The 50 States

While Congress largely punted to 2020 on drug pricing, state legislatures last year added to their growing list of enacted
drug pricing laws. According to the National Academy for State Health Policy (“NASHP”), more than 300 drug pricing
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bills were introduced in state legislatures in 2019 and 37 states enacted at least one such bill.**” Some of the most
noteworthy measures considered by states in 2019 include:

e Regulating PBMs: Many of the laws enacted in 2019 targeted PBMs. For example, such laws include requiring
PBMs to register with, or obtain a license from, the state; prohibiting PBMs and plans from using “gag clauses”;
establishing new reporting requirements for PBMs, including reports on aggregate rebates received from
manufacturers; and banning spread pricing, which refers to the practice where the PBM charges a plan more than
what it had paid to the pharmacy and pockets the difference.'*® The volume of bills regulating PBMs and health
plans suggests that state legislators have been at least somewhat receptive to the drug industry’s efforts to cast the
blame for higher prices on middlemen in the distribution chain.

e Price Reporting: Transparency measures remain popular with state legislators. In 2019, at least six states enacted
new manufacturer price reporting bills.®*® Such laws generally require manufacturers to report certain pricing
information in connection with qualifying price increases or the launch of expensive, new drugs. As with federal
transparency proposals, these laws have no direct effect on manufacturer price setting, but rather seek to shame
manufacturers into lowering prices.

e Wholesale Importation: Legislators introduced drug importation bills in at least 19 states in 2019.24° Thus far, four
states (Colorado, Florida, Maine, and Vermont) have enacted laws to seek federal permission to establish
wholesale importation programs.4

e Rate-Setting Boards: States have limited authority to regulate directly what manufacturers charge. Federal courts
have struck down state laws that prohibit “excessive” or “unconscionable” prices or price increases under different
constitutional doctrines, including federal preemption and the Dormant Commerce Clause.*? In 2019, state
legislators began toying with the idea of empowering drug affordability review boards to set an upper limit on what
purchasers may pay for certain drugs, rather than regulating directly what manufacturers may charge for their
products.*® Similar bills were introduced in at least nine states.'** Maryland and Maine passed substantially
watered-down versions of their bills, which ultimately created boards with merely research and advisory functions,
but no rate-setting powers (at least not for the near future).*® If a state establishes a board with rate-setting powers,
the drug industry almost certainly will try to block such a law through the courts.

Conclusion

Over the past few years, the drug industry has faced unprecedented scrutiny from the media, politicians, and the public.
The year 2020 should be no different. The Trump administration continues to take steps in the direction of implementing
parts of its Blueprint, and may finalize in the coming year at least two groundbreaking changes to federal policy: endorsing
wholesale importation and adopting international reference pricing for certain drugs paid for by Medicare. Mr. Trump’s
Democratic rivals for the White House likely will make the case that they would be even more aggressive in taking on the
drug industry. Congress has not given up hope on passing a comprehensive drug pricing package with more noise surely to
come in the run-up to the next must-pass legislative deadline in May. And, finally, state legislatures have started to re-
convene for the new year, eager to pick up where they left off.

So, if you haven’t heard lately that drug prices are too high, you’re almost certainly going to hear it in 2020.

If you have any questions, please do not hesitate to contact Tom Bulleit, Scott Falin, or your usual Ropes & Gray contact.
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