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This article introduces a Supreme Court Decision that flexibly evaluated infringement in a patent
infringement dispute within the pharmaceutical and biotech fields.

1. Background of the Case

The plaintiff's patented invention is a 13-valent immunogenic composition for use as a
pneumococcal vaccine. The defendant developed a 13-valent pneumococcal vaccine, SKY
Pneumo Pre-filled Syringe, and obtained product approval from the Ministry of Food and Drug
Safety in 2016. However, the plaintiff, who sells the pneumococcal vaccine Prevnar, filed a patent
infringement lawsuit, and the Supreme Court ruled in favor of the plaintiff in 2018.

In accordance with the court's reconciliation recommendation, the defendant agreed with the
plaintiff to not produce or sell pneumococcal vaccines domestically until April 2027. For clinical
trials and analytical tests, the defendant produced 13 types of individual conjugate drug
substances—which did not reach the level of the 13-valent immunogenic composition—and
provided them to a Russian pharmaceutical company on four occasions. The plaintiff filed a
lawsuit claiming that this violated the reconciliation decision, as combining the drug substances
could result in a finished product.

2. Key Issues

The key issues in this case are whether the defendant's act of producing the 13 types of individual
conjugate drug substances itself infringes the patent right in this case, and whether Article 96,
Paragraph 1, Item 1 of the Patent Act applies, thereby preventing patent rights from extending to
such acts.

3. Summary of the Supreme Court Decision

(1) Whether Direct Infringement is established

In the process of mixing the 13 types of individual conjugate drug substances, mixing conditions
such as the input amount, mixing ratio, mixing order, pH during mixing, temperature, stirring
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speed, and stirring time of each of the 13 types of individual conjugate drug substances can have
a significant impact on realizing the 13-valent immunogenic composition for use as a
pneumococcal vaccine. Therefore, the final step of manufacturing the 13-valent immunogenic
composition by mixing the 13 types of individual conjugate drug substances cannot be regarded
as being extremely trivial or simple. Thus, the defendant's act of producing the 13 types of
individual conjugate drug substances does not constitute direct infringement of the patent rights in
this case.

(2) Whether Indirect Infringement is established

Under the principle of territoriality of patent rights, the term ‘production’ in Article 127, Item 1 of
the Patent Act, which refers to ‘things used only for the production of things’ means production
within the country. Therefore, if such production occurs abroad, indirect infringement cannot be
established even if the preceding steps are carried out domestically. Since all of the 13 types of
individual conjugate drug substances produced by the defendant were exported and manufactured
into finished products abroad, indirect infringement of the patent right in this case is not
established.

(3) Whether Article 96, Paragraph 1, Item 1 of the Patent Act applies

The defendant's act of producing the vaccine four times corresponds to implementing the patented
invention in order to research or test the Invention of Claim 1 of this case, which is the patented
invention. Since it is difficult to see that this unreasonably damaged the exclusive and proprietary
interests of the plaintiffs, who are the patentee or exclusive licensee, Article 96, Paragraph 1, Item
1 of the Patent Act applies to the defendant's act, and the patent rights do not extend thereto.

4. Implications

If a company utilizes a system of domestic production and overseas final assembly, there is a
possibility of avoiding infringement, and the supply of parts exclusively for export has the
potential to avoid indirect infringement. Furthermore, preparatory acts for clinical trials in the
pharmaceutical and biotech fields are likely to be relatively free from liability for infringement.



