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Abstract

A reverse payment agreement is an agreement whereby the original drug company
(patent company) promises to pay a transfer of value to the generic company, and in
return, the generic company promises not to enter the pharmaceutical market for a
period of time specified in the agreement, thereby reaching a settlement of the lawsuit.
Such agreements often arise in patent infringement lawsuits and have the effect of
settling disputes, allowing both parties to benefit from the agreement and reduce the
losses arising from competition. However, it has the effect of excluding and restricting
competition and hindering innovation in the pharmaceutical market, and also generates
negative externalities such as harming consumers' interests and increasing financial
burden. At present, according to China's relevant laws and regulations, it is not yet
possible to effectively prevent and regulate such behavior, and reverse payment
agreements have emerged in China, and there is an urgent need to regulate them and
consider their illegality determination and liability remedy issues. '

In this regard, it is extremely important to draw on the experience of the United States
and the European Union, which have a rich regulatory history, and analyze them in the
light of the special context, legal provisions and relevant systems in China, so as to
build a feasible regulatory framework in China. At present, in the level of illegality
determination, the classic cases in Europe and the United States have applied the
mixed analysis method, the principle of per se illegality, the principle of patent scope
test, expedited review and the principle of reasonableness, and involved the application
of the exemption system. In terms of liability and remedy, there are cases in Europe
and the United States in which people who have suffered losses as plaintiffs in antitrust
litigation have great reference value for the improvement of China's private antitrust
enforcement system in regulating reverse payment behavior. The above experience can
be taken into account in the Chinese context.

Therefore, we should analyze and learn from the experience of overseas reverse
payment agreement regulation, combine analysis of the relevant provisions of China's
Anti-monopoly Law, clarify the review principles at the theoretical level as soon as
possible, and improve the review mode based on the legislative provisions, and clarify
the conditions and criteria for the application of the exemption system; improve the
anti-monopoly private implementation system at the judicial level by clarifying the
qualifications of consumer plaintiffs, introducing the evidence discovery system, and
promoting the reversal of the burden of proof; cstablish the reverse payment agreement
filing and notification system at the law enforcement level, and further improve the
professionalism of law enforcement officers; finally, issue the relevant guidelines at the
legislative level as soon as possible.

Keywords: Reverse payment agreements, Antitrust law, Review principles, Exemption
system, private Enforcement of antitrust law
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