Survey on Actual States in Foreign Countries Related to Intellectual Property System or the like over

Biopharmaceuticals (Summary)

1. Purpose

In the prescription pharmaceutical market, while biopharmaceuticals are the mainstream of
sales and new products are successively placed on the market, there is a present state that patent
disputes between original biopharmaceutical companies are being observed. In order to encourage
the planning of the pharmaceutical industry promotion policy and the international development of
pharmaceutical companies, it is important to know well the actual state of patent disputes in respective
countries and the system to prevent patent disputes beforehand.

Therefore, in the survey, it is aimed to gather information that could be future basic materials

for the promotion of the pharmaceutical industry developing globally.

2. Overview

In the survey, literature and field survey or the like were carried out with regard to patent
disputes on biopharmaceuticals, outline and operation of patent linkage system, and system to prevent
disputes beforehand, etc., and the information obtained in the survey was organized and compiled

into a survey report.

3. Countries surveyed
The countries surveyed are Japan, the United States, China, South Korea, European Union

member states.

4. Survey method

The information was gathered through literature and website survey, inquiries for respective
countries, and field survey. The field survey was carried out in South Korea as the target in such a
manner that the question items were selected mainly from the items that were found insufficient as a
result of analyzing the information in the literature or the like gathered in advance, and questionnaire
was prepared.

The 12 entities in total surveyed in South Korea were 4 public institutions, 1 industry
organization, 4 companies, 1 local Japanese organization, 1 academic expert, and 1 law firm. Further,

additional survey was carried out for 2 industries organizations through written correspondences.

5 . Structure of the report

The report was complied basic information, mainly on the following items for respective



countries surveyed.
Besides, specific collateral measures of international treaties such as economic partnership

agreements or the like were described separately as they relate to respective countries surveyed.

(1) Industrial policy concerning pharmaceuticals

(2) Outline of the overall system concerning the intellectual property over pharmaceutical products
"doctrine of experimental or research use exception", "setting of compulsory license (arbitrary

license)", "data protection of pharmaceuticals (re-examination system)", "patent term extension

nn

system", "patent linkage system", etc.

(3) Patent disputes on pharmaceuticals

nn

"Cases of lawsuits concerning pharmaceuticals", "setting administrative compulsory license
(arbitrary license)", "number of disputes", etc.

(4) System or the like concerning adjustment of the pharmaceutical affairs system and patent system

The system operated in respective countryies and provisions related thereto, etc.

(5) Field survey (South Korea only)

The survey was carried out mainly on items judged insufficient as a result of analysis of
information from literature or the like gathered in advance, 1) national policy on biopharmaceuticals,
2) patent linkage system, 3) measures to avoide patent disputes in advance, 4) measures to avoid
discountinuing the sales of drugs due to patent disputes, 5) actual state of patent disputes, 6) system

specific to biopharmaceutical, and the situation, or the like, 7) situation of discussions, and 8) treaty,

etc.

6 . National system of respective countries
Outline of the intellectual property systems relating to pharmaceutical in respective countries,

which were surveyed and organized in the survey are as follows.
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