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Chapter 11 Extension of Patent Term

Where a regulatory approval shall be obtained in accordance with  Act53. 1

other laws and regulations for the exploitation of an invention patent
involving a pharmaceutical or an agrichemical, or the manufacturing process
thereof, if such a regulatory approval is obtained after the publication of the
concerned invention patent, the patentee may apply for an extension of the
patent term of said invention patent based on the first regulatory approval.
This chapter deals with the relevant application requirements and
examination matters for the extension of patent term.

1. Introduction

The patent system is aimed to encourage, protect and utilize the
creations of invention, utility model and design in order to promote industrial
development. However, a pharmaceutical or an agrichemical that can be
directly applied to the human body, or the manufacturing process thereof, in
accordance with the relevant laws and regulations of the central competent
authorities in charge of the business, for the purpose of ensuring safety and
effectiveness, a regulatory approval must be obtained before the patent can
be exploited. It often takes a considerable period of the time from the
patent is granted to it is actually sold on the market. Therefore, most of the
pharmaceutical or agrichemical inventions have lost part of their patent term
when they are approved to the market by the central competent authorities in
charge of the business. Under such circumstance, it will reduce the
willingness of the industry to develop and invest in the research and
development of new drugs, and it is difficult to expect to improve the health
and well-being of humans. To solve this problem, the Patent Act
establishes a patent term extension system to compensate the period of the
invention patent involving a pharmaceutical or an agrichemical, or the
manufacturing process thereof cannot be exploited until obtaining a
regulatory approval in accordance with the laws.

An invention patent involving a pharmaceutical or an agrichemical, or
the manufacturing process thereof, for the purpose of ensuring safety and
effectiveness, etc., which must obtain a regulatory approval and fails to be
exploited from the date of the patent published, the patentee may apply for
an extension of the patent term.  The extension term is limited to five years. Act 53.11
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Referred to the Act, "a regulatory approval shall be obtained in
accordance with other laws and regulations” means in the case of
pharmaceuticals, it refers to the provisions of Article 39 of the
Pharmaceutical Affairs Law, which stipulates that drugs shall be filed with
the central competent health authority for registration and market approval,
and no manufacturing or importation of such drugs shall be allowed until a
drug permit license is approved and issued, in the case of agrichemicals, it
refers to the provisions of Article 9 of the Agro-pesticides Management Act,
which stipulates that agro-pesticides shall not be manufactured, processed, or
imported without having passed the examination of, approval for registration
with, and obtained a permit from the central competent authority.

The pharmaceuticals that can apply for an extension of the patent term
are limited to those that can enhance human health and well-being, excluding
veterinary drugs.

Reg. 2 In this chapter, the term "central competent authorities in charge of the
business” refers to the Ministry of Health and Welfare for pharmaceuticals,
or the Council of Agriculture, Executive Yuan for agrichemicals.

In this chapter, applying for an extension of patent term or filing a
requesting for a patent term extension is abbreviated as "the application of
extension". The Ministry of Health and Welfare is abbreviated as "MOHW",
the Agricultural Committee, Executive Yuan is abbreviated as "COA".

Act 53.11

2. Requirements of the application of extension
2.1 Categories of the invention patent of the application of extension

According to Article 39 of the Pharmaceutical Affairs Law and Article 9
of the Pesticide Management Law, all patentees who have obtained invention
patents for pharmaceuticals or agrichemicals, or the manufacturing process
thereof shall obtain regulatory approvals issued by the central competent
authorities in charge of the business before they can exploit their invention
patents. Therefore, the categories of the invention patent eligible for the
application of extension are limited to those involving pharmaceuticals or
agrichemicals, or the manufacturing process thereof. Regarding whether an
invention patent belongings to pharmaceuticals, in principle, it should refer
to the relevant provisions of the Pharmaceutical Affairs Law. For example,
pharmaceuticals defined in Article 6 of the Pharmaceutical Affairs Law,
include drugs used in diagnosing, curing, alleviating or preventing the
diseases of human beings, other drugs which are sufficient to affect the body
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structure and physiological function of human beings, etc. Invention
patents not for pharmaceuticals or agrichemicals, or the manufacturing
process thereof are ineligible for the application of extension, such as
invention patents involving medical equipment, cosmetics, health foods,
packaging of pharmaceuticals or agrichemicals, intermediates or catalysts
used during the manufacturing process of pharmaceuticals or agrichemicals,
pharmaceutical machinery or devices, chemicals other than pharmaceuticals
and agrichemicals and their uses, etc.

A synergist or auxiliary agent that is not an active ingredient per se is
ineligible for the application of extension, even if the synergist or auxiliary
agent is a subject of an invention patent for a pharmaceutical or an
agrichemical, or the manufacturing process thereof.

Utility model patents or design patents, even if they involve
pharmaceuticals or agrichemicals, are also ineligible for the application of
extension.

2.2 Applicants of the application of extension

The person who applies for an extension of patent term (hereinafter  Act53.1
referred to as “the applicant” ) is limited to the patentee. When the
patentee exclusively authorizes others to implement, the exclusive licensee
may also be the applicant.

If the patent is jointly owned by two or more co-owners, each co-owner  Act 12.11
can independently apply for an extension unless otherwise the contract
between the co-owners has appointed a representative.

2.3 The first regulatory approval
2.3.1 The holder of the first regulatory approval

The holder of the first regulatory approval can be the patentee, Act62.1
exclusive or non-exclusive licensee.
If the holder of the first regulatory approval and the patentee are
inconsistent in form, the applicant shall submit a document to prove that both
have the same legal personality or have an exclusive or non-exclusive
authorization relationship. Moreover, the authorization is not limited to the ~ Act53.1
authorization registration, but the applicant should submit the certification
document of the fact that the authorization has been completed at the time of
of the application of extension. If the document of proof is not submitted or
the document of proof is still incomplete, the application of extension should
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be rejected.

If the holder of the first regulatory approval is a sublicensee of a
non-exclusive licensee, the applicant must submit documents to prove the
following relationship:

(1)the authorization relationship between non-exclusive licensee and
sub-licensee; and
(2) non-exclusive licensee has the right to reauthorize others to implement.

2.3.2 Determination of the first regulatory approval

Act53. 1 According to the application for the extension of the regulatory
approval, it shall be the first one obtained in accordance with the relevant
laws and regulations for exploiting the invention patents for a pharmaceutical
or an agrichemical, or the manufacturing process thereof. The term "the
first regulatory approval™ refers to the initial approval obtained for the same
active ingredient and the same use. For example, for a drug with the same
active ingredient and use, if two or more approvals are obtained successively,
the first approval obtained is "the first regulatory approval.

The aforementioned "active ingredient(s)" shall be based on the active
ingredient(s) listed in the ™ Prescription " column of the drug permit license
for pharmaceuticals; or the active ingredient(s) listed in the "Type and
Content of Active Ingredient” column of the agro-pesticide permit license for
agrichemicals. In principle, different approvals for different salts, different
esters or different hydrates of the same chemical moiety can be regarded as
the first regulatory approval. For example, an invention patent for the
application of extension claims "a compound A and its salts”, if the applicant
successively obtains different approvals for the formate of compound A and
bisphosphonate of compound A for the same use, each of the different
approvals obtained one after another can be regarded as the first regulatory
approval, and the applicant can choose one of the approvals to apply for the
extension of the invention patent.

The aforementioned "use(s)" shall be based on the contents listed in the
"Indication" column of the drug permit license for pharmaceuticals, or the
contents listed in the "Method of Use and Scope of Use" column of the
pesticide permit license.

Drug raw materials or technical grade agro-pesticides are materials used
for manufacturing pharmaceuticals or agrichemicals per se, and not for the
uses of pharmaceuticals or agrichemicals, therefore, a regulatory approval
obtained for the drug raw material or the technical grade agro-pesticide is not
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considered as "the first regulatory approval” pursuant to the Act.

According to the practice of the central competent authorities in charge
of the business, for the same active ingredient, after reviewing and inspection
for registration, it is possible to issue multiple approvals based on new uses,
new dosage forms, new administration doses or new unit strength etc., by
issuing separate licenses or adding changes to the same license. Thus,
regarding the determination of the first regulatory approval further
explanation is as follows:

(1) The cases where multiple licenses are obtained for different uses of the
same active ingredient:

())Regarding pharmaceuticals, in principle, each approval obtained with
different uses for the same active ingredient can be used as the first
regulatory approval for the application of extension. If the registration
of the new use is issued by adding change to the same license, for
example, where the dosage form, administration dose, and the active
ingredient are all the same, then only the use is different, the applicant
must specify stated use approval for the application of extension on a
request form. In the case where changes are added to the same drug
license, it should be noted that, if a new indication is approved besides
the originally approved indications, this approval is a different use
approval for the same active ingredient, and shall be regarded as the
first regulatory approval. For example, the drug permit license with
interferon as the active ingredient and with Kaposi's sarcoma as the
indication, the change is noted "Indication amendment, to add: treating
active chronic hepatitis B effectively”, it means the indication of
treating active chronic hepatitis B is added other than the indication for
Kaposi's sarcoma. Therefore, the approval of changing indication is
regarded as the first regulatory approval.

(i) Regarding agrichemicals, if there are multiple approvals issued
because of the expansion of the scope of use (such as adding new crops
or new control targets, etc.), and the multiple approvals are based on the
same nature of action (for example, all used as fungicides, all used as
insecticides, or all used as herbicides etc.), the earliest approval issued
shall be regarded as the first regulatory approval. For example, the
approval obtained previously is an active ingredient A used to control
Pieris canidia in cabbage, and the approval obtained subsequently is the
active ingredient A used to control aphids in cabbage (new control
target), because the two approvals are all used for pest control based on
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the same nature of the action, the approval obtained subsequently for
the active ingredient A to control aphids in cabbage is not the first
regulatory approval.  Another example, the approval obtained
previously is an active ingredient B used to control powdery mildew in
grapes, and the approval obtained subsequently is the active ingredient
B used to control powdery mildew in papaya (new applicable crop).
Because the two approvals are all used to control powdery mildew
based on the same nature of the action, the approval obtained
subsequently for the active ingredient B to control powdery mildew in
papaya is not the first regulatory approval. For another example, the
approval obtained previously is an active ingredient C to control
bacterial leaf blight of rice, and the approval obtained subsequently is
the active ingredient C to control bacterial streak disease of gramineous
crops (new applicable crop and control target), although control targets
of the two approvals are different, because the two approvals are all
used as fungicides and are still based on the same nature of action, the
approval obtained subsequently for the active ingredient C to control
bacterial streak disease of gramineous crops is not the first regulatory
approval.

(2) The cases where multiple licenses are obtained for the same active

ingredient and the same use:

(1) "The first regulatory approval” refers to the initial approval obtained
for the same active ingredient and the same use. For the same active
ingredient and the same use, the approvals obtained subsequently based
on different dosage forms, different administration doses or different
unit contents etc. shall be not regarded as the first regulatory approval.

(i) Among the approvals obtained successively, while the registration of
the new use approval is to add changes to the license of the same active
ingredient, if it is due to the name of the indication is changed (for
example, the MOHW announces that the medicine contains diclofenac,
the indications of the eye drops are unified revised as "eye inflammation
after cataract surgery"), or the new indication is related to the previous
indication, and result in the changed indication replaces the indication
approved originally, in such cases, the approval of the changed
indication is not regarded as the first regulatory approval.

2.4 Statutory period for the application of extension

Act 53.IV The application for patent term extension shall be filed to the Specific
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Patent Agency within three months after obtaining the first regulatory
approval; no request for patent term extension shall be filed within six
months prior to the expiry of the original patent term.

Since the date of issuance of the drug permit license and the date when
the patentee or licensee actually obtains the license may not be the same.
Therefore, the date of obtaining the first regulatory approval is based on the
date when the patentee or licensee actually obtains the license. Where the
application for registration of a drug permit license with a change of use
(referring to newly added indication for pharmaceuticals, or the expansion of
the scope of use for agrichemicals), and the use is added to the original
license after it is approved, the actual date of obtaining the license refers to
the actual receipt of the original drug permit on which a change use is noted.

If the applicant is unable to provide proof of the actual date of obtaining
the license, the date of obtaining the first regulatory approval shall be based
on the date of issuance contained in the license; if the application for
registration of a change of use, the date of approval of the change item
contained in the license shall be quasi.

2.5 Times of the application of extension

The legislative purpose of the patent term extension system is to
compensate for the period during which the invention patents involving
pharmaceuticals, agrichemicals, or the manufacturing process thereof cannot
be exploited unless they obtain the regulatory approvals via statutory
examination. Therefore, the patentee may apply for one and only one
extension of the patent term for one invention patent. If an invention patent
has been granted for extension of the patent term, said invention patent shall
not be granted again to render another patent term extension. For example,
the extent of the protection conferred by an invention patent includes an
active ingredient A and its use as a bactericide and insecticide, once the
invention patent has been applied and granted for a patent term extension in
accordance with the pesticide permit license for bactericide, it is no longer
for further application of term extension in accordance with the pesticide
permit license for insecticide. If both of the bactericide license and
pesticide permit license are used to apply for extension for the same patent
case at the same time, the patentee can choose only one of the licenses to
apply for term extension.

In addition, the patentee can only apply for one and only one term Act 53. 1
extension based on the first regulatory approval. If the first regulatory

2-11-7 July 2021



Part 1l Substantive Examination for Invention Patent Chapter 11 Extension of Patent Term

approval has been applied for extension, the patentee shall not use the same
approval to apply for extension of the patent term for the same or other
patents again. Therefore, after obtaining the first regulatory approval, if the
approval can correspond to the claims of multiple invention patents at the
same time, the patentee can only choose one of the invention patents to apply
for term extension.

3. Filing an application of extension

Reg 3.1 Those who apply for a patent term extension shall submit a request form
to the Specific Patent Agency. A copy of the regulatory approval obtained
in accordance with the law, and the domestic and/or foreign document(s) of
proof regarding for application the regulatory approval shall be attached with
the request form.

3.1 Matters stated in the request form

A request form for a patent term extension must state the number of
patent certificate, the title of invention, the name(s) of patentee, the reason
for the extension, the term of extension and the date of obtaining the first
regulatory approval, etc. The following is an explanation of the relevant
matters that should be recorded in the request form.

Reg.3. 1

3.1.1 The existence of invention patent right

The request form shall state the number of the patent certificate, the
publication date of the patent, the expiry date of the patent right and the
existence of invention patent right (e.g. patent annuity payment record).

3.1.2 Descriptions regarding the matters of the first regulatory approval

The applicant shall record in detail the history and period of the
inability to exploit the invention in order to obtain the first regulatory
approval, which is the main basis for the application for extension. The
descriptions regarding the matters of the first regulatory approval shall
include the following items:

(1) The law on which the regulatory approval is based
In accordance with Article 39 of the Pharmaceutical Affairs Law,
pharmaceuticals shall obtain drug permit licenses before their patent rights
can be exploited. In accordance with Article 9 of the Pesticide
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Management Law, agrichemicals shall obtain pesticide permit licenses
before their patent rights can be exploited.
(2) The specific matters recorded in the first regulatory approval.

The reason of the application of extension shall state the content of
the first regulatory approval, including the active ingredient(s) and its use
of the license. For pharmaceuticals, it usually reproduces the active
ingredient(s) contained in the " PRESCRIPTION " column and the content
contained in the " INDICATION " column of the drug permit license; for
agrichemicals, it usually reprints the active ingredient(s) and the content
contained in the " METHOD OF USE AND SCOPE OF USE " column of
the pesticide permit license.

(3) Correlation between the active ingredient(s) and use(s) thereof of the first
regulatory approval and the Claim(s) of the patent.

Where the application of extension is for invention patent involving
pharmaceuticals or agrichemicals, or the manufacturing process thereof,
the Claim(s) must cover the active ingredient(s) and use(s) recorded in the
first regulatory approval. Therefore, the request form must state the
correlation between the active ingredient(s) and the use(s) thereof,
recorded in the first regulatory approval, and the Claim(s) of the patent.
It should be noted that if the manifestation of the active ingredient(s) and
use(s) recorded in the first regulatory approval is inconsistent with the
contents of the concerned claims, the applicant must explain the
relationship between the two in detail, if there is a record of the
relationship between the two in the patent specification, the recorded part
should be specified. For example, in the case when the claim is a
compound represented by a chemical formula or chemical name, while the
active ingredient listed in the regulatory approval is expressed by the name,
scientific name, or popular name recorded in the pharmacopoeia, in
addition to providing the basis for the pharmacopoeia records, the
applicant must clearly state the chemical formula or chemical name of
active ingredient and its relationship with the claimed compound, and if
the patent specification has described the claimed compound represented
by a chemical formula or chemical name is the same as the name,
scientific name, or popular name recorded in the pharmacopoeia, the
applicant must indicate the part of description in the patent specification.
For another example, the medical use described in the claim is defined by
the pharmacological mechanism, while the indication recorded in the drug
permit license is the name of a specific disease, the applicant must explain
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the relationship between the pharmacological mechanism and the specific
disease, if there is a record of the relationship between the two in the
patent specification, the record part shall be indicated.

3.1.3 The history and period in which the invention cannot be exploited
in order to obtain a regulatory approval

The reason for the application of extension must state the history of
which the invention cannot be exploited to obtain a regulatory approval, that
is, the main facts and the periods related to obtaining a regulatory approval.

3.1.3.1 The history and period in which the invention cannot be exploited
in order to obtain a regulatory approval

Regarding the history of which the invention cannot be exploited in
order to obtain a regulatory approval, for pharmaceuticals, the domestic
and/or foreign clinical trial plans conducted for obtaining a drug permit
license issued from the WHOH, and the date of commencement and
expiration thereof, and the reviewing process and related periods of filing a
domestic application for inspection and registration of drug shall be stated;
for agrichemicals, the domestic and/or foreign field test plans conducted for
obtaining a pesticide permit license issued from the COA, and the date of
commencement and expiration thereof, and the reviewing process and related
periods of filing a domestic pesticide registration shall be stated. The
description of each period mentioned above is as follows.

3.1.3.1.1 The periods of domestic and/or foreign clinical trials

(1)The periods of domestic clinical trials

The commencement date of the domestic clinical trial period of the
pharmaceutical refers to the date of an official consent letter issued by the
WHOH to approve the applicant to conduct the domestic clinical trial
(including bridging trial). The expiration date of a domestic clinical trial
period of the pharmaceutical refers to the date of an official consent letter
for inspection of reports issued by the MOHW while the reports of the
domestic clinical trial (including the bridging trial) are consented for
inspection. The aforementioned bridging trial shall be conducted via the
evaluation of the MOHW. If different clinical trials are conducted with
the same active ingredient, the date on which the MOHW consent to
conduct each trial, and date of the consent letter of each clinical trial report
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for inspection should be indicated as the commencement and expiration
date of respective trial period.
(2) The periods of foreign clinical trials

Those who apply for extension based on foreign clinical trial periods
shall state the main items of the foreign clinical trial plans, such as the
name of the trial plan, plan number, trial drugs, trial phases, etc., and state
the study initiation date and study completion date, as defined in the
clinical trial report complied with ICH (International conference on
harmonization of technical requirements for registration of
pharmaceuticals for human use), to be the commencement and expiration
date of the foreign clinical trial.

3.1.3.1.2 The examination period of inspection and registration of
domestic application for regulatory approval of drug

Regarding the examination period for domestic application for
regulatory approval of drug, the commencement date shall be the date of
application for inspection and registration to the MOHW (subject to the date
of receipt by the MOHW) , and the expiration date shall be the date of the
actual receipt of the permit license (usually the date recorded in the label
sticker form of drug use instruction).

3.1.3.1.3 The periods of domestic and/or foreign field tests

The period of domestic field tests of agrichemicals, in principle, the
start date refers to the date when the agency (or institutions), schools, legal
persons or organizations recognized by the COA start the field tests of
pesticides; the completion date refers to the date when the field tests are
completed, that is, the start and completion dates are recorded in the field test
report.

As for the examination of pesticide registration by the COA, the written
examination materials include foreign field test data. Therefore, those
applying for extension based on the foreign field tests should state the key
points of the foreign field test plan, such as the test plan name, plan number,
pesticide name, pesticide application scope, etc., and record the dates on
which the field test starts to conduct and completes as the commencement
and expiration dates of the foreign field test period.
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3.1.3.1.4 The examination period for domestic application for regulatory
approval of pesticide

Regarding the examination period for domestic application for
regulatory