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Pharmaceutical regulatory law

1 Which legislation sets out the regulatory framework for the marketing,
authorisation and pricing of pharmaceutical products, including generic
drugs?

The Federal Food, Drug, and Cosmetic Act (FFDCA) and the Public
Health Service Act (PHSA) provide the basic statutory framework
for regulating drugs, and are primarily implemented by the Food and
Drug Administration (FDA).

Generally, small molecule drugs are regulated under the FFDCA,
which has distinct approval processes for innovator (brand name)
and generic products, and a monograph system for some over-the-
counter (OTC) products. Innovator drugs come to market by way
of an approved New Drug Application (NDA), which requires
proof of safety and efficacy. Generic drugs are approved under an
Abbreviated New Drug Application (ANDA), which requires show-
ing that the product is the same as, and bioequivalent to, an already
approved product. Some OTC drugs come to market by meeting
the standards in an FDA-established monograph, but other OTC
products require an NDA or ANDA. Biologics generally are licensed
under the PHSA. Innovator biologics are approved under a biolog-
ics licence application (BLA), which requires demonstrating safety
and efficacy, and there also is an abbreviated approval process for
biosimilars.

The Drug Price Competition and Patent Restoration Act of
1984 (as amended), commonly known as the Hatch-Waxman Act,
amended the FFDCA to establish a process by which generic drugs
are approved. It provides incentives for innovator drugs by giv-
ing them five or three-year periods of exclusivity and a process by
which to litigate certain patents related to the drug before a generic
is approved. It encourages development of generic drugs by allowing
them to be approved on the basis of sameness to an already approved
innovator drug, and by providing 180 days’ exclusivity for the first
generic to challenge an innovator drug patent.

The Medicare Prescription Drug, Improvement and
Modernisation Act of 2003 (MMA) (as amended) revised rules
regarding certain approval stays and exclusivities under the Hatch-
Waxman Act. It also requires innovator and generic companies that
enter into certain types of litigation settlements to file copies of their
agreement with the Federal Trade Commission (FTC) and the anti-
trust division of the Department of Justice (Do]).

The Biologics Price Competition and Innovation Act of 2009
(BPCIA) (as amended) created an abbreviated approval pathway for
‘biosimilars’, which are biologic drugs that are similar, but not identi-
cal, to an already approved biologic. Biosimilars also must demon-
strate safety and efficacy, but the burden can be lessened to some
degree by relying on the FDA’s finding of safety and efficacy for the
already approved product. For a biosimilar to be interchangeable
with an already approved product requires additional data and a
separate finding by the FDA. The biosimilars process provides peri-
ods of exclusivity for innovator biologics, as well as a process for
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the exchange of patent-related information to permit litigation on
patents before approval of the biosimilar.

Generally, the advertising and promotion of prescription drug
products and biologics is regulated under the FFDCA. The statute
and regulations prohibit false and misleading representations and
establish requirements regarding what information may be commu-
nicated, and how. Advertising for OTC drugs is governed by the
Federal Trade Commission Act (the FTC Act), which prohibits false
or misleading representations, and requires adequate substantiation
for claims.

The pricing of pharmaceuticals purchased by commercial payers
and private individuals is generally not subject to regulation in the
United States. However special pricing rules apply to certain pur-
chases made pursuant to certain federal programmes. The Medicaid
Drug Rebate Programme requires manufacturers that seek to have
their drugs covered by Medicaid and Medicare Part B to enter into
a rebate agreement with the Department of Health and Human
Services (HHS), whereby the manufacturer must report the Average
Manufacturer Price (AMP) for the drug, and in the case of innovator
products (those approved under NDAs and BLAs), the manufac-
turer’s ‘best price’ for the drug, which is defined in general as the
lowest price at which the manufacturer has made that drug available
to any commercial customer. The manufacturers are then required to
pay quarterly rebates to state Medicaid programmes based on those
numbers. The Veterans’ Health Care Act of 1992 established what
is known as the 340B drug pricing programme, which sets a manda-
tory price ceiling on the sale of covered drugs to certain government
grantees, qualified hospitals, and other safety net providers. It also
provides for discounts on pharmaceuticals purchased through the
Federal Supply Schedule by several large federal agencies, includ-
ing the Departments of Defense and Veterans Affairs. Finally, for
drugs reimbursed under the Medicare Part B programme, such as
physician-administered drugs, manufacturers must report Average
Sales Price (ASP) on a quarterly basis, which is defined in general
as the average of prices charged to all commercial customers. Those
prices are then used to determine the reimbursement rates for the
drugs under the Part B programme.

Several federal laws apply to the marketing of pharmaceuticals
that are reimbursed under the Medicare or Medicaid programmes.
The federal Anti-Kickback statute makes it a felony for any person to
solicit or receive anything of value in return for influencing a person
to use a particular drug, where that drug would be paid for under
a federally funded health-care programme, unless a safe harbour is
available. Recently, as part of health-care reform, Congress passed
what is known as the Physician Payment Sunshine Provision. This
provision generally requires pharmaceutical manufacturers to track
payments worth $10 or more to physicians and other health-care
workers and organisations. This information will then be made pub-
licly available through an online database. Many states have enacted
analogous state laws governing kickbacks and physician payments.
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2 Which bodies are entrusted with enforcing these regulatory rules?

The FDA is responsible for the authorisation of drug products,
monitoring the safety and efficacy of already approved drugs, and
regulating the labelling and marketing of drug products and biolog-
ics. The FDA shares authority with the FTC for oversight over the
advertising of OTC drugs. The Justice Department and the Office
of the Inspector General of HHS share authority for investigating
fraud and abuse violations related to the Medicare and Medicaid
programmes. Specifically, the Justice Department focuses primarily
on criminal cases and on enforcement of the False Claims Act, while
the OIG has administrative enforcement authority to impose civil
money penalties and to exclude individuals and entities from the
Medicare and Medicaid programmes for fraud and abuse violations.
HHS oversees certain federal drug-pricing programmes.

3 Which aspects of this legislation are most directly relevant to the
application of competition law to the pharmaceutical sector?

The sector-specific legislation described above impacts competition
by setting the conditions for the entry and marketing of pharma-
ceutical products in the US, and provides the regulatory context for
analysing competition issues in pharmaceutical markets. The FFDCA
prohibition against off-label marketing, for example, can limit the
competitive significance of drugs with respect to the indications for
which they are unapproved.

The legislation that has been most relevant to competition
issues has been the Hatch-Waxman Act provisions that regulate the
approval and entry of generic drugs. Enforcers and private plain-
tiffs have alleged that brand name pharmaceutical manufacturers
have abused or improperly manipulated this process to delay or
restrict generic entry, and that the Hatch-Waxman framework pro-
vides opportunities and enhanced incentives for brand name and
generic manufacturers to enter into anti-competitive patent litigation
settlements.

The BPCIA is only now being put into force; it remains to be
seen to what extent it creates situations similar to what has occurred
under the Hatch-Waxman Act.

Competition legislation and regulation

4 Which legislation sets out competition law?

The principal federal competition statutes in the United States are
the Sherman Act, the Clayton Act, the FTC Act and the Robinson-
Patman Act. Section 1 of the Sherman Act prohibits unreasonable
restraints of trade, including per se illegal conduct such as price fix-
ing and market allocation, as well as other forms of agreements that
are evaluated under the ‘rule of reason’. Section 2 of the Sherman
Act also prohibits certain unilateral conduct, including obtaining or
maintaining a monopoly through predatory or exclusionary means.
Section 7 of the Clayton Act prohibits mergers and other acquisitions
‘where the effect [...] may be substantially to lessen competition or
tend to create a monopoly in any line of commerce’. The Hart-Scott-
Rodino Antitrust Improvements Act of 1976 amended the Clayton
Act to require companies to notify the DoJ and FTC in advance
of any planned mergers or acquisitions (or certain joint ventures)
exceeding certain size thresholds. The FTC Act authorises the FTC
to bring enforcement actions against ‘unfair methods of competition’
and ‘unfair or deceptive acts or practices’. The FTC Act generally
prohibits the same types of conduct that would violate the Sherman
Act. The Robinson-Patman Act prohibits certain forms of price dis-
crimination in the sale of commodities, including pharmaceuticals,
to resellers or distributors.

The vast majority of states have adopted antitrust laws, most of
which are modelled on the federal antitrust laws or are interpreted
consistently with their federal counterparts. Several states, however,
have antitrust laws that substantively extend beyond federal antitrust
law.

www.gettingthedealthrough.com

5 Are there guidelines on the application of competition law that are
directly relevant to the pharmaceutical sector?

No guidelines have been issued by the Do] or FTC specifically
addressing the application of competition law to the pharmaceutical
sector. However, the federal antitrust agencies have issued joint guide-
lines of more general application that may be particularly relevant
for pharmaceuticals, including the Horizontal Merger Guidelines
(2010), the Antitrust Guidelines for the Licensing of Intellectual
Property (1995), Antitrust Guidelines for Collaborations Among
Competitors (2000) and Statements of Antitrust Enforcement Policy
in Health Care (1996).

6 Which authorities investigate and decide on pharmaceutical mergers
and the anti-competitive effect of conduct or agreements in the
pharmaceutical sector?

The FTC and Do] enforce most of the federal antitrust laws, but
only the Do] enforces criminal antitrust prosecutions. The agencies
utilise an informal process to allocate responsibility between them for
particular investigations. However, in practice, non-criminal matters
relating to the pharmaceutical industry are generally handled by the
FTC, thus making it the primary federal antitrust enforcement body
regularly encountered by pharmaceutical companies. State attorneys
general can enforce both state and federal antitrust laws on behalf
of the state’s residents, as well as pursue claims on behalf of the state
with respect to purchases by state agencies.

7 What remedies can competition authorities impose for anti-competitive
conduct or agreements by pharmaceutical companies?

Criminal violations of the Sherman Act are generally punishable by
fines of up to $100 million for a corporation and $1 million for an
individual, though those fines may be increased to twice the amount
gained by the conspirators or double the amount lost by the vic-
tims. Individuals may also be sentenced to imprisonment for up to
10 years. For civil antitrust violations, the DoJ and FTC may seek
civil penalties and injunctive relief and, in unusual circumstances, the
disgorgement of ill-gotten gains. HSR-related and other procedural
violations are generally punishable by civil penalties.

For example, in 2009 Bristol-Myers Squibb was fined $2.1 mil-
lion in penalties for alleged failure to notify the FTC and Do]J of
a provision in a patent settlement agreement it had reached with
a generic manufacturer (FTC v Bristol-Myers Squibb Company,
Case 1:09-cv-00576, www.ftc.gov/os/caselist/0610235/090327bris
tolmyersjdgmt.pdf). In 2008, the FTC sought the disgorgement of
alleged unlawful profits earned by Ovations Pharmaceuticals Inc
after it acquired the drug Neoprofen. See www.ftc.gov/opa/2008/12/
ovation.shtm (the FTC, however, was ultimately unsuccessful in
proving that the acquisition was unlawful).

8 Can private parties obtain competition-related remedies if they suffer
harm from anti-competitive conduct or agreements by pharmaceutical
companies? What form would such remedies typically take and how
can they be obtained?

The Clayton Act authorises private parties to bring suit under the
federal antitrust laws for treble damages and injunctions where they
have been the victim of an antitrust violation; successful plaintiffs
also can recover attorneys’ fees and costs. In Illinois Brick Co v
Illinois, 431 U.S. 720 (1977), the Supreme Court held that only direct
purchasers of goods or services may recover damages for antitrust
violations. Many states, however, have passed laws allowing indi-
rect purchasers to recover for antitrust violations under state laws.
Private antitrust suits often take the form of class action lawsuits.
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9 May the antitrust authority conduct sector-wide inquiries? If so, have
such inquiries ever been conducted into the pharmaceutical sector
and, if so, what was the main outcome?

The antitrust agencies do not generally issue subpoenas in the absence
of cause to believe that there has been a legal violation. However, the
FTC occasionally conducts hearings or issues reports on a particu-
lar sector, including pharmaceuticals. For example, in August 2011,
the FTC issued a report on ‘Authorised Generic Drugs: Short-Term
Effects and Long-Term Impact’. Each year, the FTC has been report-
ing on the number and nature of patent litigation settlements that
have been filed under the MMA.

10 Is the regulatory body for the pharmaceutical sector responsible for
sector-specific regulation of competition distinct from the general
competition rules?

The FDA does not have jurisdiction to enforce the competition laws.

11 Can antitrust concerns be addressed with industrial-policy type
arguments, such as strengthening the local or regional research and
development activities?

Industrial policy arguments generally are not taken into account
by courts or antitrust agencies in addressing the legality of conduct
under the antitrust laws. Evidence that certain conduct or a merger
will create efficiencies, and result in lower costs, improved quality,
or increased innovation, however, is typically highly relevant to the
antitrust inquiry and will weigh in favour of a finding of lawfulness.

12 To what extent do non-government groups play a role in the application
of competition rules to the pharmaceutical sector?

Non-government organisations can play an important role in pro-
viding input to the competition authorities, either by informing the
authorities about a potential competition issue, or by providing
input with respect to an ongoing investigation of specific conduct
or merger. The most weight, however, is given to information fur-
nished by market participants, especially customers, that are directly
affected by the conduct at issue. Private antitrust litigation can only
be brought by parties that have standing because they are directly
affected by the challenged conduct and have sustained the kind of
injury that the antitrust laws were designed to prevent.

Review of mergers

13 To what extent are the sector-specific features of the pharmaceutical
industry taken into account when mergers between two
pharmaceutical companies are being reviewed?

The antitrust enforcement agencies make no explicit distinction in
their approach to merger review based on industry, but the agencies
will take the applicable regulatory context into account when analys-
ing the competitive effects of a transaction. The FTC/Do] Horizontal
Merger Guidelines provide the framework for the agencies’ review.
Entry that is timely, likely, and sufficient to counteract anti-
competitive effects can be a defence to the assertion that a merger
will substantially reduce competition. However, entry in the phar-
maceutical industry can be time-consuming and expensive due to
the regulatory approval process for new drugs. As an example, the
FTC’s December 2011 complaint against Valeant Pharmaceuticals
International, Inc’s proposed acquisition of Sanofi’s dermatology busi-
ness alleged that entry into the relevant markets would not be timely
because ‘the combination of topical drug development times and US
Food and Drug Administration approval requirements take more than
two years’ (In the Matter of Valeant Pharmaceuticals International,
Inc, FTC File No. 111-0215, www.ftc.gov/os/caselist/1110215/
111209valeantsanoficmpt.pdf). When a merger would combine two
firms that are independently developing drugs for the same indication
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(or that otherwise may be competitive), the combination of these
two firms could be considered to eliminate potential future competi-
tion. In analysing the likely competitive effects of a transaction, the
agencies will consider the stage of development of the drugs and like-
lihood of approval. For example, the FTC included a potential com-
petition claim in its 2012 complaint against Novartis relating to its
combination with Fougera. Fougera was the only maker of branded
product Solaraze, which uses the active ingredient diclofenac sodium.
The complaint alleged that Novartis is best positioned to become
the first generic competitor for the drug. (In the matter of Novartis
AG, FTC Case No. 121 0144, www.ftc.gov/caselist/1210144/
index.shtm). In reviews of mergers among generic pharmaceutical
manufacturers, the FTC has taken into account the position of the
merging firms and competitors with respect to their ability to com-
pete for and during the initial 180-day marketing exclusivity period
for new generics. In the FTC enforcement action relating to Teva’s
acquisition of Cephalon, the FTC required Teva to extend its supply
agreement with Par so that Par continued to compete during the
initial 180 days, and it required Teva to enter into a licensing agree-
ment with Mylan in order to establish an independent competitor
to Teva after the exclusivity period had run (In the Matter of Teva
Pharmaceuticals Industries, Ltd and Cephalon Inc, FTC File No. 111
0166, www.ftc.gov/os/caselist/1110166/index.shtml).

14 How are product markets and geographic markets typically defined in
the pharmaceutical sector?

When defining pharmaceutical markets, the antitrust agencies focus
specifically on the nature of the transaction and products at issue;
the ultimate question is what alternatives customers could turn to in
the face of an attempted price increase by the merged firm. In some
instances, the relevant product market is defined by the treatment
of the illness or condition that the drug is approved to treat (eg,
In re Pfizer and Pharmacia, FTC File No. 021-0192, www.ftc.gov/
0s/2003/04/pfizercmp.htm (one relevant market defined as drugs for
treatment of erectile dysfunction)). In other instances, the agency
will define markets based on the particular mechanism by which the
pharmaceutical works or the manner in which it is administered (eg,
In the Matter of Amgen Inc and Immunex Corporation, FTC File
No. 021-0059, www.ftc.gov/0s/2002/07/amgenanalysis.htm (one rel-
evant market defined as drugs that inhibit a specific type of cytokine
that causes inflammation)). Product markets also have been limited
to a specific drug and its generic substitutes, or even solely the generic
form of a particular drug (eg, In the Matter of Teva Pharmaceutical
Industries and Barr Pharmaceuticals, FTC File No. 08102224,
www.ftc.gov/os/caselist/0810224/081219¢cmp0810224.pdf (in
merger between generic manufacturers, FTC identified numerous
relevant markets limited to generic forms of specific drugs)).

Generally, the agencies define the relevant geographic market to
be the United States.

15 In what circumstances will a product and geographical overlap
between two merging parties be considered problematic?

Section 7 of the Clayton Act prohibits mergers if ‘in any line of com-
merce or in any activity affecting commerce in any section of the
country, the effect of such acquisition may be substantially to lessen
competition, or to tend to create a monopoly’. The US antitrust agen-
cies review mergers using the 2010 Merger Review Guidelines. The
issue is whether the merger will ‘encourage one or more firms to
raise prices, reduce output, diminish innovation, or otherwise harm
customers as a result of diminished competitive constraints or incen-
tives.” The Guidelines identify two types of potential anti-competitive
effects — unilateral and coordinated effects.

Unilateral effects occur due to the elimination of competition
between the two merging firms which allows the merged firm to
unilaterally raise prices. The analysis hinges on the degree to which

Getting the Deal Through — Pharmaceutical Antitrust 2013



Hogan Lovells US LLP

UNITED STATES

the products of the merging firms are reasonable substitutes for each
other. The agencies use a variety of indicia to determine whether prod-
ucts are reasonably interchangeable. Evidence that might be relevant
in an analysis of pharmaceuticals include the views of physicians,
evidence of switching by customers or patients in response to price
or other factors, and other evidence of head-to-head competition,
such as competition for favourable placement on a payer’s formulary.
The more closely the products of the merging companies compete,
the more likely it is that the merged firm will be able to profitably
raise prices above competitive levels because sales lost due to a price
increase will more likely flow to the product of the merger partner.

Under a coordinated effects analysis, a merger could be anti-
competitive if it facilitates coordination among competitors. A
market is susceptible to coordinated conduct when a number of
characteristics are present, such as a history of collusion, observable
actions of competitor firms, the possibility of quick responses by
rivals to a firm’s competitive actions, small and frequent sales in the
market, and inelastic demand.

In Grifols/Talecris, the FTC alleged both unilateral and coordi-
nated effects. The FTC alleged that the combined company would be
able to unilaterally increase prices without experiencing a reduction
in demand. The FTC also alleged the transaction would facilitate
coordinated interaction because of the characteristics of the industry
and the fact that there had been prior allegations of collusion in the
industry (In the Matter of Grifols, SA and Talecris Biotherapeutics
Holdings Corp, FTC File No. 101-0153, www.ftc.gov/os/caselist/
1010153/110601grifolsacmpt.pdf.

In reviewing a merger of two firms, the antitrust agencies will
evaluate all of the products marketed by both firms to determine if
there is an overlap, as well as the pipeline portfolio of each firm to
determine whether the firms are developing any potentially competi-
tive products.

16 When is an overlap with respect to products that are being developed
likely to be problematic?

Pharmaceutical products in development raise concerns when there
are few substitute products on the market or in development from
other firms, and the product in development appears likely to receive
FDA approval and be a close substitute for a product sold or being
developed by the second firm. An example of a challenge based
in part on a future competition theory is In the Matter of Perrigo
Company and Paddock Laboratories Inc, FTC File No. 111-0083,
www.ftc.gov/os/caselist/1110083/110726perrigocmpt.pdf (the FTC
alleged acquisition would eliminate future competition between the
companies in the market for the sale of three generic drugs for which
both companies planned entry).

17 Which remedies will typically be required to resolve any issues that
have been identified?

Divestiture is the most typical remedy, as the agencies generally pre-
fer not to conduct remedies that require ongoing agency monitor-
ing. The antitrust agency could require the merging parties to divest
to an acceptable buyer some or all of the assets of the overlapping
business, such as manufacturing facilities, research and development,
intellectual property, employees and other components of the busi-
ness that would allow the buyer to enter the market quickly and
profitably. The agencies also have mandated licensing arrangements.
The consent in Grifols/Talecris mandated a combination of divesti-
tures and a licensing arrangement to Kedrion, an Italian company. It
required Grifols to divest Talecris’ fractionation facility in New York
and US haemophilia treatment business, including a brand name,
and two plasma collection centres to Kedrion. Grifols also entered
a seven-year manufacturing agreement with Kedrion to fraction-
ate and purify Kedrion’s plasma to make the products at issue for
Kedrion to sell in the United States (In the Matter of Grifols, SA and
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Talecris Biotherapeutics Holdings Corp, FTC File No. 101-0153,
www.ftc.gov/os/caselist/1010153/110722grifolsdo.pdf).

18 Would the acquisition of one or more patents or licences be subject to
merger reporting requirements? If so, when would that be the case?

The acquisition of patents or exclusive licences may be subject to
Hart-Scott-Rodino Antitrust Improvements Act of 1976 reporting
requirements if the value of those patents or exclusive licences meet
the threshold requirements for premerger notification, and the trans-
action is not otherwise exempt.

In 2012, the Premerger Notification Office of the FTC issued
a proposed rule that would alter the premerger notification filing
requirements applicable to the transfer of rights under a patent.
Under the present rule, the transfer of exclusive rights to ‘make, use,
and sell’ under a patent is generally subject to HSR filing require-
ments if HSR threshold tests are satisfied and no exemption applies.
If the acquiring person were to acquire the exclusive right to use
and sell under the patent, but not to manufacture, no HSR filing is
required because the FTC has traditionally viewed this as akin to a
distribution agreement. The FTC’s proposed new rule would change
this result in the pharmaceutical area.

Anti-competitive agreements

19 What is the general framework for assessing whether an agreement or
practice can be considered anti-competitive?

Section 1 of the Sherman Act prohibits agreements that unreasonably
restrain trade. Agreements among competitors receive the closest
scrutiny. Some such ‘horizontal’ agreements (eg, price fixing or mar-
ket allocation) are considered illegal per se — meaning that the plaintiff
need not define the affected relevant market or prove anti-competitive
effects, and the defendant cannot put forward justifications for the
agreement. Horizontal agreements that are reasonably necessary to
achieve efficiencies are judged under the ‘rule of reason,” which requires
the plaintiff to define the relevant product and geographic market,
and establish that the agreement’s anti-competitive effects outweigh
any pro-competitive benefits. Agreements between suppliers and cus-
tomers are more likely to have legitimate business justifications and
less likely to have anti-competitive effects than horizontal arrange-
ments, and therefore these ‘vertical’ agreements are judged under
the rule of reason. In the pharmaceutical industry, antitrust enforc-
ers have applied especially exacting antitrust scrutiny to agreements
that have the effect of restricting or delaying generic competition.

Section 2 of the Sherman Act also prohibits exclusionary or
predatory conduct by firms with monopoly power or a dangerous
probability of achieving a monopoly. Pharmaceutical companies are
at particular risk of challenges under section 2 because they may be
accused of having a monopoly position in a narrowly defined prod-
uct market, perhaps limited to a single therapeutic product.

20 Describe the nature and main ramifications of any cartel investigations
in the pharmaceutical sector.

The US antitrust agencies have not made public any pharmaceutical
cartel investigations. However, there have been many investigations
by antitrust agencies of individual pharmaceutical manufacturers for
allegedly colluding with other pharmaceutical manufacturers in bilat-
eral agreements, especially where the agreement is between a brand
name and generic pharmaceutical manufacturer and has the potential
to delay or restrict generic competition.

21 To what extent are technology licensing agreements considered anti-
competitive?

Technology licensing agreements are generally analysed under the
rule of reason, where the legality of the licensing agreement depends
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on weighing the agreement’s pro-competitive and anti-competitive
effects. However, if a court or agency concludes that a licensing
agreement is merely a means towards accomplishing a per se illegal
objective (eg, a market allocation scheme), then the per se rule might
be applied.

Restrictions in licensing agreements can raise antitrust risks, and
some types of restrictions raise higher risks than others. Exclusivity
provisions, for example, may be challenged if they foreclose compe-
tition unreasonably. Courts assessing the foreclosure effect of such
agreements will examine the term and scope of the exclusivity, the
market share of the parties, the business justifications for the exclu-
sivity, and the availability of less restrictive alternatives. A require-
ment that the licensee acquire other products or licences from the
licensor as a condition for obtaining the licence also can raise anti-
trust issues.

The antitrust agencies have published Antitrust Guidelines for
the Licensing of Intellectual Property, and these Guidelines apply to
pharmaceutical licensing transactions. For licensing agreements that
are not subject to per se condemnation, these Guidelines provide for
a safe harbour where the parties involved have no more than a 20
per cent share of each market affected by the licensing arrangement.

22 To what extent are co-promotion and co-marketing agreements
considered anti-competitive?

Co-promotion and co-marketing agreements, like other joint ven-
tures or competitor collaborations, are analysed under the rule of rea-
son. The antitrust agencies have released Competitor Collaboration
Guidelines that explain how they evaluate these types of agreements.
To determine whether an agreement is a legitimate competitor col-
laboration entitled to rule of reason treatment, an agency or court
will first look to whether the agreement integrates the resources of
the companies to develop potential efficiencies. For example, joint
marketing or promotion agreements might result in the combina-
tion of complementary assets that will permit the participants to
commercialise products faster or more efficiently. These types of
arrangements are likely to be considered lawful as long as the pro-
competitive effects are not outweighed by the likely anti-competitive
effects.

If, however, the arrangement will merely make it easier for the
participants to exercise market power or increase prices — or if the
potentially anti-competitive effects outweigh the efficiency-enhancing
aspects of the arrangement — then the arrangement may violate anti-
trust laws.

In addition, the FTC has challenged co-promotion or co-
marketing agreements entered into by brand name and generic phar-
maceutical companies together with patent settlements, contending
that such transactions can serve as a mechanism for compensating
generic companies for agreeing to delay entry.

23 What other forms of agreement with a competitor are likely to be an
issue? Can these issues be resolved by appropriate confidentiality
provisions?

The antitrust agencies have also investigated research joint ventures,

production joint ventures, and joint-purchasing arrangements,

among others. All of these types of agreements raise more signifi-
cant antitrust risks when the participants have a high combined share
of the relevant market. Courts and agencies will be especially con-
cerned about restrictions in the collaboration agreement that may
impact competition outside the scope of the collaboration and are
not reasonably necessary to achieve the pro-competitive effects of
the arrangement.

Even if there is no direct agreement to reduce competition outside

of the collaboration, information obtained by the participants as a

result of the collaboration sometimes can have ‘spill-over effects’ that

reduce competition between the participants, and in some cases these
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effects can outweigh the pro-competitive effects of the collaboration.
Companies entering into competitor collaborations can reduce anti-
trust risk by limiting the participants’ access to competitively sensi-
tive information from the other party or the joint venture.

24 Which aspects of vertical agreements are most likely to raise antitrust
concerns?

Vertical agreements are evaluated under the rule of reason under US
law to determine whether the potential anti-competitive effects out-
weigh the pro-competitive effects. Vertical agreements typically raise
antitrust issues when they have the effect of foreclosing competitors
from a significant proportion of the market, which may create or
enhance the market power of one of the parties to the agreement.
For example, if a dominant seller enters into an exclusive dealing
arrangement with customers or suppliers that account for more than
30 per cent of the relevant market, then that might make it more dif-
ficult for competitors of the seller to compete, and create or enhance
the seller’s market power. ‘Loyalty discounts’ that condition signifi-
cant discounts on a customer purchasing most or virtually all of its
volume from the seller can have similar foreclosure effects and have
been challenged.

Tying arrangements also may have the effect of foreclosing com-
petitors from a significant portion of the market, and can raise simi-
lar antitrust issues. Tying occurs where a seller requires a purchaser
of one product (the tying product) to also purchase a second product
(the tied product). Such an arrangement where the seller has market
power in the tying product can foreclose competition from rivals
selling products that compete with the tied product. Bundled dis-
counts may have similar effects where they require a customer that
purchases one product to purchase a bundle of products in order to
obtain significant discounts on the product that the customer wants
(eg, Ortho Diagnostics Sys, Inc v Abbott Lab, Inc, 920 F. Supp. 455
(S.D.N.Y. 1996); SmithKline Corp v Eli Lilly & Co, 427 E. Supp.
1089, 1094 (E.D.Pa. 1976)).

25 To what extent can the settlement of a patent dispute expose the
parties concerned to liability for an antitrust violation?

Settlements of patent litigation between brand name and generic
pharmaceutical companies raise antitrust risks where the agreement
has two elements: the generic company agrees to wait until a cer-
tain date to enter the market; and there is a flow of consideration
from the brand name manufacturer to the generic. These types of
arrangements have been referred to by detractors as ‘pay for delay’
or ‘reverse payment’ patent settlements. The FTC believes that these
types of settlements essentially result in a payment to the generic
manufacturer in return for an agreement to delay entry.

Proponents of these types of patent settlements argue that any
restrictions contained in such agreements do not have an impact on
lawful competition as long as they are within the lawful scope of the
patent. Most US courts have agreed with this position, and refused
to find patent settlements unlawful — even with a supposed ‘reverse
payment’ — absent evidence that the underlying patent infringement
action was objectively baseless or otherwise lacked merit (eg, I re
Ciprofloxacin Hydrochloride Antitrust Litig, 544 F.3d 1323, 1337
(Fed. Cir. 2008)). However, in the past year, an appeals court has
ruled in favor of the FTC’s position (ie, holding such settlements to
be presumptively unlawful (I re K-Dur Antitrust Litig, No. 10-2079
(3d Cir. 2012))) and a case brought by the FTC is currently pend-
ing before the US Supreme Court (FTC v Watson Pharmaceuticals).
Accordingly, this is an area of law that is still developing, and which
is likely see important developments in 2013.

Patent settlements that include compensation to the generic com-
pany tend to raise higher antitrust risk where the underlying infringe-
ment case against the generic manufacturer was weak. Notably, the
FTC has also taken the position that a promise by a brand name
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Update and trends

An area garnering increasing attention is conduct related to drugs
operating under a Risk Evaluation and Mitigation Strategy (REMS).
A REMS is a set of measures the FDA may require as a condition of
approval of a drug that is believed to pose health and safety risks to
certain patients. Some of the measures a REMS may require include
medication guides and communication plans to convey the risks
associated with the drug to patients, and in some cases multi-level
restrictions on distribution of the drug. Some generic companies
have argued that branded firms are using REMS-related distribution
restrictions to prevent would-be generic competitors from entering
the market by denying them access to the drug samples they need
to complete the testing required under an Abbreviated New Drug
Application (ANDA). Branded firms, on the other hand, assert that
they are merely complying with the REMS and that, in any event,
they are under no duty — statutory or otherwise — to cooperate with a
competitor. Although enforcement activity has been somewhat limited
to date, REMS-related antitrust allegations have already given rise to
both a government investigation and private litigation.

In the first case brought based on REMS-related allegations,
Lannett Co v Celgene Corp (EDPa 15 August 2008), Lannett alleged

that it was prevented from introducing a generic version of Celgene’s
drug, Thalomid, because Celgene refused to supply it with samples
of Thalomid, which was being marketed and distributed under a
REMS. The case ultimately settled before the court issued an
opinion addressing the issue. Furthermore, while the FTC opened an
investigation, it did not initiate an enforcement action, and the FDA
failed to address citizen petitions raising the issue.

A case recently filed in the US District Court in New Jersey,
however, offers a fresh opportunity for further developments in this
area. In Actelion Pharmaceuticals Ltd v Apotex Inc, et al (DNJ 14
September 2012), Actelion is suing three generic firms — Apotex,
Roxane and Actavis — seeking a declaratory judgment that it is under
no obligation to supply these firms with samples of its drug, Travleer,
which is marketed and distributed under a REMS. The generic firms
have responded with counterclaims alleging that Actelion’s refusal
to supply them with drug samples violates sections 1 and 2 of the
Sherman Act. This case is currently pending in the US District Court
for the District of New Jersey, with an initial decision potentially
addressing the issue possible later in 2013.

manufacturer not to launch an authorised generic can potentially
constitute a ‘reverse payment’ (but so far the FTC has not brought
a case based on this theory, and a district court recently rejected this
position — see question 32).

Anti-competitive unilateral conduct

26 In what circumstances is conduct considered to be anti-competitive if
carried out by a firm with monopoly or market power?

Exclusionary or predatory conduct carried out by a firm with
monopoly or market power may be deemed unlawful under section
2 of the Sherman Act, which prohibits monopolisation, attempts
to monopolise, and conspiracies to monopolise. Prohibited conduct
may include vertical restrictions that limit competitors’ access to sup-
plies or customers, such as exclusive dealing, tying, or loyalty or
bundled discounts. Other types of conduct that have been deemed
predatory or exclusionary include predatory (below-cost) pricing,
engaging in baseless litigation for an anti-competitive purpose, abuse
of the standard-setting processes and, in rare cases, a refusal to deal
with a competitor. Section 2 does not prohibit the mere possession
of monopoly or market power, or the acquisition of such power
through conduct that is no more than lawful competition on the
merits.

27 When is a party likely to be considered dominant or jointly dominant?

A party is likely to be considered dominant - that is, to have monop-
oly power — when it has the ability to control or exclude competition
in a ‘relevant market.” Courts frequently use a party’s market share
in a relevant market as a proxy for assessing whether that party
has market power. Though there are no bright line rules, most suc-
cessful monopolisation claims involve market shares of at least 70
per cent. To succeed on a claim for ‘attempted monopolisation,” the
plaintiff must show that the defendant has a ‘dangerous probability’
of obtaining monopoly power, which generally requires a market
share of at least 50 per cent. US antitrust law does not recognise joint
dominance of a market in section 2 cases.

Market share is not, however, the sole determinant of whether a
firm has monopoly power. A firm with a high market share may not
have monopoly power if there are no or weak barriers to entry, and the
threat of such entry prevents the firm from acting anti-competitively.
Additionally, market power may be proved by direct evidence in the
absence of proof that the defendant has a high market share.
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28 Can a patent holder be dominant simply on account of the patent that
it holds?

Generally, no. In Illinois Tool Works Inc v Independent Ink, Inc, 547

U.S. 28 (2006), the US Supreme Court ruled that a patent holder is

not presumed to have market power simply on account of the pat-

ent it holds.

29 To what extent can an application for the grant of a patent expose the
patent owner to liability for an antitrust violation?

Application for the grant of a patent does not, by itself, expose the
patent owner to antitrust liability. Enforcement of a fraudulently
obtained patent, however, may violate section 2 of the Sherman
Act if used to exclude lawful competition from the market (Walker
Process Equipment, Inc v Food Machinery & Chemical Corp, 382
U.S. 172 (1965)).

30 To what extent can the enforcement of a patent expose the patent
owner to liability for an antitrust violation?

In addition to enforcement of a fraudulently obtained patent, a
patent owner can be liable for an antitrust violation if it pursues
patent litigation with no reasonable chance of success, solely to
cause direct harm the competitor’s business as a result of the liti-
gation process. Under the Noerr-Pennington doctrine, private enti-
ties are generally immune from antitrust liability for petitioning
the government, including the filing of lawsuits in the courts. The
‘sham’ exception to this doctrine, however, allows liability where
the patentholder files a suit that is objectively baseless, in the sense
that no reasonable litigant could realistically expect success on
the merits, and for the purpose of harming a competitor directly
(eg, if the cloud of litigation discourages others from doing busi-
ness with the defendant). The FTC is also reportedly investigating
brand name pharmaceutical companies for refusing to sell samples
of their products to generic companies for bioequivalence studies
(which are sometimes necessary for generics to obtain regulatory
approval) in situations where FDA-imposed distribution restrictions
have prevented the generic company from making use of alterna-
tive channels to acquire such samples (see ‘Update and trends’).

31 To what extent can certain life-cycle management strategies expose
the patent owner to liability for an antitrust violation?

Manufacturers whose branded products are coming off-patent
often seek to improve their products, patent the improvement and
move their customers to the improved products. There have been
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several antitrust challenges to this type conduct, however, where it
was alleged that the new drug did not reflect any real improvements
and was solely used as an effort to thwart generic competition (see
‘Update and trends’).

Patent owners may also be exposed to antitrust liability for
improperly listing patents in the Orange Book as a means to extend
exclusivity and thereby impede generic competition (eg, In the
Matter of Bristol-Myers Squibb Co, Docket No. C-4076 (2003),
www.ftc.gov/os/caselist/c4076.shtm). Similarly, drug manufacturers
can be subject to antitrust liability for filing a citizen petition with the
FDA that is solely intended to delay or prevent competition with the
drug, and not based on a reasonable chance of success.

32 Do authorised generics raise issues under the competition law?

Authorised generics — that is, generic pharmaceutical products sold
not by a separate firm under a generic drug authorisation, but rather
by the brand name manufacturer itself (or its licensee) under the
brand name drug authorisation — do not by themselves create anti-
trust liability. Though US law grants 180 days of exclusivity to the
first generic drug to reach the market through a patent challenge,
that exclusivity does not preclude a brand name manufacturer from
launching an authorised generic during the 180-day exclusivity
period. A 31 August 2011 FTC report concluded that authorised
generics generally result in modestly lower generic prices for consum-
ers and substantially reduce the profits of the first generic entrant,
but it found little to no empirical evidence that authorised generics
diminish the incentives of generic firms to challenge patents or bring
their products to market.

The FTC, however, is increasingly concerned that brand name
pharmaceutical manufacturers are using the threat of launching an
authorised generic to induce generic companies to delay bringing
their drugs to market. As noted above, the FTC views a promise by
the brand name manufacturer not to launch an authorised generic
to constitute an unlawful ‘reverse payment’ if included as part of a
patent settlement that delays generic entry. However, the FTC has
yet to bring such a case, and it is not clear that a court would uphold
this position absent evidence that the settlement impacted competi-
tion beyond the scope of a valid patent. Indeed, one court recently
rejected the FTC’s position on this issue, although that decision
has been appealed. See In re Lamictal Direct Purchaser Antitrust
Litigation, Civ. No. 12-995 (Order dated 6 December 2012).

33 To what extent can the specific features of the pharmaceutical sector
provide an objective justification for conduct that would otherwise
infringe antitrust rules?

Except in cases of per se unlawful agreements between competitors
(eg, price-fixing or market allocation agreements), courts evaluating
antitrust claims typically place significant weight on a defendant’s
pro-competitive justifications for its conduct. Thus, conduct that
increases the safety or efficacy of drugs, or makes it easier for patients
to comply with drug regimens, is likely to be viewed favourably by
the antitrust agencies and courts. Such justifications, however, will be
weighed against possible anti-competitive effects and the existence of
less restrictive alternatives.

Additionally, when analysing antitrust issues, US courts keep
in mind the regulated nature of the pharmaceutical sector and the
economic importance of patent protection and generic substitution.

34 Has there been an increase in antitrust enforcement in the
pharmaceutical sector in your jurisdiction? If so, please give an
indication of the number of cases opened or pending and their subject
matters.

Antitrust enforcement in the pharmaceutical sector continues to be
a major focus of the US antitrust agencies, especially the FTC’s fight
against so-called ‘pay for delay’ or ‘reverse payment’ settlements (two
FTC cases challenging patent settlements are pending, one in the
Supreme Court, as this publication goes to print). The agency also
devotes a significant amount of resources to investigating pharma-
ceutical transactions, and studying the industry. It regularly releases
speeches and reports on pharmaceutical competition issues, and
recently completed a study on authorised generics.

35 |Is follow-on litigation a feature of pharmaceutical antitrust
enforcement in your jurisdiction? If so, please briefly explain the
nature and frequency of such litigation.

Follow-on litigation is a typical feature of governmental enforcement
actions in the United States; enforcement actions in the pharmaceuti-
cal sector have been consistent with this trend (eg, In re AndroGel
Antitrust Litigation (No. IT), 687 E Supp. 2d 1371 (N.D. Ga. 2010)
(dismissing follow-on private lawsuit arising out of FTC challenge
to patent settlement)).
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