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1. Generic but Expensive: Why Prices Can Remain High for Off-

Patent Drugs

fEZ: Tessema, Frazer A.1234 Kesselheim, Aaron S.1234Sinha, Michael S.1234

Hl#: 1. Brigham & Womens Hosp, Program Regulat Therapeut & Law Portal, 75 Francis St,
Boston, MA 02115 USA; 2. Harvard Med Sch, Med, Boston, MA 02115 USA; 3. Brigham &
Womens Hosp, PORTAL, 75 Francis St, Boston, MA 02115 USA; 4. Harvard Med Sch, Harvard
MIT Ctr Regulatory Sci, Boston, MA 02115 USA

. Brand-name prescription drugs are sold at extremely high prices in the US because patents
and other market exclusivities provided by the government allow manufacturers to exclude direct
competition. This period of market exclusivity was intended for pharmaceutical manufacturers to
recoup costs associated with research and development of those products and make profits. The
other intended outcome of this system is that the market exclusivity period for brand-name drugs
should be self-limited, with competition being able to flourish after the market exclusivities end.
Such competition has been most effectively supplied by generic drug manufacturers that produce
Food and Drug Administration (FDA)-approved bioequivalent versions of the brand-name product.
The market entry of these generic drugs-with market uptake augmented by automatic substitution
of brand-name prescriptions at the pharmacy- remains the only market intervention that lowers

prescription drug prices consistently and substantially.

Generic manufacturers can make their drugs available at considerably lower cost because of various
market advantages they have over brand-name drugs. When this process does not operate as
intended, drug prices do not fall after market exclusivity expiration, or prices for generic drugs may
actually increase. In this paper, we examine the variety of factors that mitigate the cost savings
associated with introduction of interchangeable generic drugs, especially older, off-patent drugs.
We then consider policy solutions that may help stabilize the generic drug marketplace, diminishing

the frequency and impact of generic price increases.

XHiA . Market Exclusivity; Prescription Drugs; United States; High-cost; Shortages;

Access; Impact
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CKJE: HASTINGS LAW JOURNAL. Volume 71. Issue 4. P1019-1052. MAY 2020)

2. Corporate Technologies and the Tech Nirvana Fallacy

YEZ: Enriques, Lucal?Zetzsche, Dirk A.345

HL#J: 1. Univ Oxford, Fac Law, Corp Law, Oxford, England; 2. European Corp Governance Inst
ECGI, Brussels, Belgium; 3. Univ Luxembourg, Financial Law Inclus Finance, Fac Law Econ &
Finance, Luxembourg, Luxembourg; 4. Heinrich Heine Univ, Ctr Business & Corp Law, Dusseldorf,

Germany; 5. ECGI, Brussels, Belgium

#E: This Article introduces the term Corporate Technologies ("CorpTech") to refer to the use of

distributed ledgers, smart contracts, Big Data analytics, artificial intelligence and machine learning
in the corporate context and analyzes the impact of CorpTech on the future of corporate boards. We
focus on the tech manifestation of agency problems within corporations and identify-after
considering possible market, governance, and regulatory solutions-elements of a governance
framework for the CorpTech age. In particular, we take on a prediction often found in the literature,
namely that CorpTech has the potential to solve a number of corporate governance problems for
good and even make boards of directors redundant. We argue that this claim is based on what we
call the "tech nirvana fallacy,” or the tendency of comparing supposedly perfect machines with
failure-prone humans. The inherent features of technology and corporate governance reveal that
even well-programmed CorpTech leaves the core issue of corporate governance-conflicts of interest
among the relevant corporate stakeholders-untouched. In the Corptech age, the key question
becomes: "is the human being that selects or controls the firm's tech conflicted?" If so, CorpTech
itself will be tainted. In fact, the problems arising from the transition to a CorpTech-dominated
governance environment may, in the short-term, make things even worse: insufficient
understanding of the promise and perils of CorpTech and over-confidence therein may even

aggravate agency problems within firms.

R#EiA: Independent Directors; Managerial Power; Smart Contracts; Agency Costs; Governance;

Behavior; Future; Bias; Compensation; Information.
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3. Playing Both Sides? Branded Sales, Generic Drugs, and Antitrust

Policy

fE3&: Carrier, Michael A.%23Lemley, Mark A.123Miller, Shawn'23

Hl#: 1.Rutgers Law Sch, Newark, NJ 07102 USA,; 2. tanford Law Sch, Stanford, CA 94305 USA,;
3. Univ San Diego, Sch Law, San Diego, CA 92110 USA.

FE: The issue of high drug prices has recently exploded into public consciousness. And while

many potential explanations have been offered, one has avoided scrutiny. Why has the growth in

generic drugs not resulted in lower drug prices?

In this Article, we explore a phenomenon we call "playing both sides™: companies that participate
in pharmaceutical markets as both brand owners and generics. We hypothesize that companies that
earn a significant amount of their revenue from patented drugs may have less incentive to
aggressively pursue a generic agenda, since patented drugs generate far more revenue than generic

drugs do.

To investigate this phenomenon, we built a comprehensive database of all major pharmaceutical
companies, evaluating where their revenue comes from, how that has changed over time, and how
it relates to their behavior in court. Despite broad industry trends toward specialization, about one
third of the firms we study have opted for a mixed business model over time. Those firms behave
differently than pure generic firms. Our data shows that when companies with significant generic
sales play both sides, they behave differently than firms with a purer generic revenue stream. Dollar
for dollar, the pure generic firms in our study challenged more patents as invalid or not infringed
than the mixed firms. Further, "mixed generic" companies with growing brand sales (or a growing
share of their revenue from brand sales) are more likely to settle the patent challenges they bring;
companies with growing generic share are more likely to take those cases to judgment. And when
they do go to judgment, patent challengers with a greater generic share are more likely to win those

challenges.

In short, we find evidence to support the hypothesis that generic companies that make more of their
revenue from patented drugs are less likely to pursue challenges to judgment and less likely to win
when they do. Playing both sides may reduce the incentive of generic challengers to fight as hard
as possible to win the case before them. That may be especially true of the sorts of challenges that
affect not just the patent in the instant case but might change legal doctrines that may ultimately

hurt the generic challenger's brand business.

Our Article's findings suggest a more nuanced antitrust analysis of mergers involving generic
companies and patent settlements in which generics delay entering the market. In challenging more

patents, settling fewer cases by agreeing to delay entry, and winning more of the cases they do bring,
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pure generic companies promise to unleash the generic competition that they were intended to. In
the wide-ranging effort to lower drug prices, we must pay attention not only to whether a drug is

patented but also to who is, or is not, challenging that patent and why.
4RI Settlement

CRJE: HASTINGS LAW JOURNAL. Volume 71. Issue 2. P307-358. FEB 2020)

4. Generic Entry before the Agreed-upon Date in Pharmaceutical

Patent Settlements

{YE3: Drake, Keith M.!McGuire, Thomas G.12

Hl#J: 1. Greylock McKinnon Associates, Boston, MA 02116 US; 2. Harvard Med Sch, NBER,
Dept HIth Care Policy, Hlth Econ, Boston, MA 02115 USA.

2. Drug patent litigation settlements specify a date for generic entry and typically include a so-
called acceleration clause allowing the generic to enter earlier in certain circumstances. An agreed-
upon date between a brand and a generic with "first-filer" status is particularly salient because this
date also affects when other generics may enter. It has been unclear the degree to which acceleration
clauses increase competition-by accelerating entry-or decrease competition, by deterring pursuit of
entry by potential generic competitors. This paper documents the entry outcome after first-filer-
brand settlements by tracking how often acceleration clauses in these settlements in fact accelerate
entry. In no case was a first filer's 180-day exclusivity period accelerated because of a later filing
generic winning patent litigation or settling for an earlier entry date. In the cases where early entry
occurred, the first filer had lost its right to the exclusivity period, typically by failing to receive
tentative FDA approval within 30 months of its filing; or other generics shared first-filer status. An
acceleration clause paired with the 180-day exclusivity period appears to effectively deter other
generics and, at least in the instances we observed, never to have resulted in an actual "accelerated"

entry.
K& Drug; Exclusivity
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5. Dynamically Efficient Royalties for Standard-essential Patents

{£3%: Neurohr, Bertram
Bl#J: Oxera, Oxford, England

FE: Some economists have argued that a reasonable royalty for a standard-essential patent
should be based on the patent's ex ante incremental value. Others have argued that a patent's ex ante
incremental value is insufficient, that a reasonable royalty is more akin to the prize in a winner-
takes-all tournament, and that it should reflect the R&D costs associated with both the winning
technology and unsuccessful alternative technologies. The results presented in this paper are
favourable to the latter view, but with the additional qualification that a reasonable royalty ought to
cover the costs of only those R&D efforts-successful or not-that are efficiency enhancing from an
ex ante perspective. The notion of ex ante incremental value is core to identifying these efforts and
hence to determining what the dynamically efficient outcome is. A reasonable royalty is one that
induces this dynamically efficient outcome (i.e. a dynamically efficient level of R&D), balancing
the costs incurred by innovators with the benefits that go to implementers and/or consumers. As
such, a reasonable royalty is significantly higher than a technology's ex ante incremental value. High
‘winner' margins are offset by losses incurred by 'losers', leaving a significant proportion of the total

net value generated by R&D to implementers and consumers.
REgw: T

CKJE: JOURNAL OF COMPETITION LAW & ECONOMICS. Volumel6. Issue 3. P289-305.
SEP 2020>

6. Copyright and the Court of Justice of the European Union

Y£%#: Torremans, Paul

HLH: Univ Nottingham, Nottingham, England
WE: T

REEW: T

CKJE: EUROPEAN LAW REVIEW. Volume 45. Issue 3. P445-446. JUN 2020)
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7. When does a Communication to the Public under EU Copyright

Law Need to be to a '""New Public"?

{E3&: Rosati, Eleonora
Hl#J: Stockholm Univ, Intellectual Property Law, Stockholm, Sweden

HZ: This article analyses the Court of Justice of the European Union (CJEU) case law on the
notion of "new public". It does so in the context of the right of communication to the public in EU
copyright law, with a focus on art.3(1) of the InfoSoc Directive. It investigates its origin, use and
development, as well as the justifications given for such use. By identifying for the first time four
distinct groups of case law, the analysis shows how the role of the "new public™ has changed over
time. If intended as a requirement, the "new public" creates undue complexity in the reasoning of
the CJEU in most instances. While others have suggested that the CJEU should disregard this notion
altogether, this article proposes a less radical way for the CJEU to "escape" the difficulties inherent

in its own jurisprudence.
REEiA: Liability; CJEU; Secondary

(kJF: EUROPEAN LAW REVIEW. Volume 5. Issue 6. P802-823. DEC 2020)

8. What does the European Commission Make of the EU Copyright
Acquis When It Pleads before the CJEU? The Legal Service's

Observations in Digital/Online Cases?

fE3: Rosati, Eleonora
PHUHI: Stockholm Univ, Intellectual Property Law, Stockholm, Sweden

#EE: This is the first study entirely devoted to analysing the content of the European Commission
's observations in CJEU copyright referrals, with an emphasis on the online/digital dimension. It
examines the Commission's view of the EU copyright acquis in relation to economic rights,
exceptions and limitations and enforcement, and evaluates it in light of international and EU law.
The observations have been sometimes consistent with case law, but this has not been so in a number
of topical instances. This article suggests that all this signals an (unsuccessful) attempt on the side
of the Commission to persuade the CJEU to depart from consolidated case law, justified more by

policy considerations rather than a rigorous reading of the law and earlier jurisprudence.
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X4 : Communication to the public right; Copyright; Distribution; EU law; European

Commission; Online services; References to European Court; Reproduction right
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