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The Study of Patent Institutions
in Relation to Biotechnological
Products and Processes

In recent years, various biotechnological products and
processes all rapidly grow regardless of the technology research
and development or the practical application, so are the issues
which biotechnological products and processes can be granted
patents, whether the fields of the patents should be limited and how
it will be done; therefore, a number of the advanced countries or
regions of the various patent legal system all attempt to resolve the
issues by the judicial judgments or upgrading regulations.

The scope covered by the provisions related to the application
and use of patents in relation to biotechnological products and
processes in the U.S. legal system is very wide, including the
conditions for being a patentable subject set by the United States
Patent Law Article 101, Article 102 and Article 103, the manner
and content recorded in the patent specification set by the United
States Patent Law Article 112, the conditions and its scope of the
limitation of liability for the medical practitioners and the related
health care entities that apply the patents of the biotechnological
products and processes in relation to medical therapy to practice
medical activities set by the United States Patent Law Article 287
(c); the conditions for being patentable genetic components set by
the “Utility Examination Guidelines” published by the United
States Patent and Trademark Office; the interpretations with regard

to how to determine “Patent Subject Matter Eligibility” and how to
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apply “Two Criteria for Subject Matter Eligibility” set by the
“Manual of Patent Examining Procedure” amended and published
by the United States Patent and Trademark Office in 2018; the
criteria for the patentable biotechnological products and processes
established by the decisions of the Supreme Court and the Court of
Appeals for the Federal Circuit in U.S.

On the relevant European conventions and the legal system to
effectively solve the problem of the patentable biotechnological
products and processes, respectively, it relies on the provisions of
the directive published by European Parliament and the Council of
the European Union, the European Patent Convention, and the
Implementing Regulations to the Convention on the Grant of
European Patents; the criteria established by the related cases of
the European Patent Office and the Eurpean Court.

In Taiwan, the provisions related to whether the
biotechnological products and processes are patentable and match
the requirement of the examination of the inventions are mainly
regulated in Taiwan’s Patent Law Article 24, Item 2 and Item 3,
Article 22, Item 1 and Item 2, Article 26, Item 1; the Patent
Examination Guidelines in Chapter 2 and Chapter 14; the criteria
for the patentable biotechnological products and processes
established by the decisions of the Intellectual Property Court.

The content of this chapter is the comprehensive study of the
patents of biotechnological products and processes for the effects
on the R & D incentives of biotechnology industry, the technical
barriers to the improvement of the inventions, the appropriation of
medical ethics and health care resources, the review on whether the
biotechnological products and processes in relation to medical

therapy are patentable and how it is more reasonable to limit the
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exercise of such patent of patent holders. Finally, by comparing,
analyzing and collectively discuss the important issues regarding
the patents of the biotechnological products and processes and
providing suggestions as the references for the application and the
modification of Taiwan’s patent-related legal provisions, in order
to promote the sound development and the patent-related legal
systems of the biotechnological products and processes, so as to
look forward to assisting the growth of the Taiwan’s biotechnology

industry and the promotion of the public welfare.

Keyword: Patentability, Patents of Biotechnological
Products, Patents of Biotechnological Processes,
Myriad, Mayo Test
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