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The compulsory license of a pharmaceutical-related patent was proposed by the TRIPs
Agreement at first. With promoting the Doha Declaration, it was accepted by many countries.

China introduced the compulsory license system of a pharmaceutical-related patent in
the Patent Act in 1984. But there have been no examples. At present, this system has problems on
the unclear definition, complicated procedures, and impossibility of enforcement. I expect that the
system will be improved because of the COVID-19 pandemic.

The Patent Law Article 50 provides that the system of a compulsory license for
manufacture of the drug is for the benefit of ‘public health’ that has been unclear definition until
now. On the COVID-19 pandemic, the enforcement of this system is an urgent issue. The WHO
certified the COVID-19 as the ‘Public Health Emergency of International Concern’ judged by the
following factors : epidemic state, deaths, contagiousness, treatment and its effectiveness,
population density of the epidemic area, speed of the disease progression, global expansion, and
the need to restrict the foreign travel and trade. The international public health issue harms to our
life and production. Each country must consider measures to it. So I guess that the standard of the
WHO is more strictly than the ‘public health’ in the Patent Law. Therefore, in this epidemic, I
think that the compulsory license is not prevented its enforcing because of the unclear definition.
Moreover, this case will provide us with experiments and references to specify the purpose of
‘public health.’

On the examination process, a top priority is the safety of human lives under the
COVID-19 pandemic. So we must assume to use a specific remedy without approval in the
market.

For example, the Remdesivir, that is not sold both in China and abroad yet, must be
researched whether we can imitate it or not, or whether the compulsory license covers a forged
medicine or not. This medicine is used to the Ebola fever and other viruses. It also worked
effectively to control the COVID-19, so that it is admitted the second medical use. By the
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National Medical Products Administration’s regulations, when the medical product is not sold in
the country and abroad, the production of it is not regarded as ‘forgery.” If the patent problem is
resolved, the medicine that started to sell in the country is certified as ‘Class 1 innovative
medicine.” But the marketing authorization and using are exercised by the patent owner. Then, it
is necessary to prepare the compulsory license, imitate the specific remedy in advance, and ensure
the medicine for controlling the COVID-19.

On the Patent Law Article 49 and 50, the patent administration department under the
State Council grants the compulsory license. This action is a levy on the private property of the
original medical research company because it is done by the leadership of the government to
control the public management and service for public interest and hygiene. In this case, the
government decided to make the costs of all the patient within confirmed or suspected the
infection free. This means that the government gets and pays the medicines instead of them ;
therefore the state pays compensation of the IP right directly. The compensation of the compulsory
license of pharmaceutical products differs from an operating condition. The consideration of
liability to pay compensation to a patentee reflects the following factors : the severity of the
disease, the number of concerned, the right of life and health, the incentive effect to a patentee, a
weight of a burden of the government, and so on. In a civil case, the ‘market law’ is generally
applied as a fair calculation to execute and estimate the compensation. But, in this case, the "cost
price law’ is more suitable because of the great influence of this public health emergency and the
possibility of unsold the specific medicine.

Finally, we must be careful about the protection of faith to the patent owner’s goods.
An inappropriate expression may mislead the public about its property. Especially, the term

‘compulsory’ gives a negative impression to a patent owner easily.

(Translated by TIIP)



