





Article 13(4) of Regulation (EEC) No. 2309/93 (applies to products
submitted for approval via the Centralized Authorization Procedure
BEFORE November 20, 2005)

10 years

Medicinal products which may have been authorized by the Community in accordance with
the provisions of this Regulation shall benefit from the ten-year period of protection referred
to in point 8 of the second paragraph of Article 4 of Directive 65/65 (which has been
superseded by Article 10.1(a)(i) of Directive 2001/83/EC).

10 years

10 years
APPLICABLE LEGISLATION FOR PRODUCTS SUBMITTED FOR y

APPROVAL AFTER OCTOBER 30/ NOVEMBER 20, 2005:
Article 14.11 of Regulation 726/2004 (applies to products submitted Ll
for approval via the Centralized Authorization Procedure from

November 20, 2005) 10 years

Without prejudice to the law on the protection of industrial and commercial property,
medicinal products for human use which have been authorized in accordance with the
provisions of the Regulation shall benefit from an eight-year period of data protection and
a ten-year period of marketing protection, in which connection the latter period shall be
extended to a maximum of 11 years if, during the first eight years of those ten years, the
marketing authorization holder obtains an authorization for one or more new therapeutic
indications which during the scientific evaluation prior to their authorization, are held to
bring a significant clinical benefit in comparison with existing therapies.

10 years

10 years

Article 10.1 & 10.5 of Directive 2001/83 (applies to products submitted 10 years

for approval via the Mutual Recognition Procedure, National Approval
Procedure or Decentralized Approval Procedure from October 30, 2005)
10 years
10.1 — By way of derogation from Article 8(3)(i) and without prejudice to the law relating to the
protection of industrial and commercial property, the applicant shall not be required to provide
the results of pre-clinical tests and of clinical trials if he can demonstrate that the medicinal
product is a generic of a reference medicinal product which is or has been authorized under
Article 6 for not less than eight years in a Member State or in the Community.

10 years

Flinmail R

A generic medicinal product authorized pursuant to this provision shall not be placed 10 years

on the market until ten years have elapsed from the initial authorization of the reference
product. The first subparagraph shall also apply if the reference medicinal product was not
authorized in the Member State in which the application for the generic medicinal product
is submitted. In this case, the applicant shall indicate in the application form the name of
the Member State in which the reference medicinal product is or has been authorized.

At the request of the competent authority of the Member State in which the application

is submitted, the competent authority of the other Member State shall transmit within a
period of one month, a confirmation that the reference medicinal product is or has been
authorized together with the full composition of the reference product and if necessary
other relevant documentation.

10 years

10 years

10 years

The ten year period referred to in the second subparagraph shall be extended to a
maximum of eleven years if, during the first eight years of those ten years, the marketing
authorization holder obtains an authorization for one or more new therapeutic indications
which during the scientific evaluation prior to their authorization are held to bring significant
clinical benefit in comparison with existing therapies.

10 years

10 years

10.5 — In addition to the provisions laid down in paragraph 1, where an application is made
for a new indication for a well established substance, a non-cumulative period of one year
of data exclusivity shall be granted, provided that significant pre-clinical or clinical studies
were carried out in relation to the new indications.
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10 years

N/
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10 years
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Switzerland

Switzerland

10 years

+i
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Decree on Medications - Section 3, Article 17

In the case of an application for approval of a medication that is essentially the same as an
already approved medication (original preparation) and is designed for the same use, the
application can be based on the results of its pharmacological, toxicological, and clinical
tests, if:

a. The permit holder of the original preparation approves in writing; or
b. Ten years have passed since the approval of the original preparation.

If a new indication, a new method of administration, a new method of dispensing, a new
dosage, or application to a new target animal species has been approved, an application
as described in paragraph 1 can be based on the pertinent test results if:

a. The permit holder of the original preparation approves in writing; or
b. Three years have passed since the approval of the original preparation.

Upon request the Institute shall extend the protective period under paragraph 2-b to five
years if a significant therapeutic improvement is achieved thanks to the new method of
administration, n new method of dispensing, new dosage, or application to a new target
animal species.

The protective term is indicated with the permit.
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Turkey

Regulations on Licensing the Human Medical Products

Article 9 - Abbreviated License

3)

that the medical product is similar to a medical product licensed with expired data
privilege period under the provisions of the legislation in force. “The data protection
period as stipulated under this paragraph is valid for the products for which no
generic license application was filed in Turkey until 1/1/05 among the original products
authorized for the first time in any of the Territory of the Customs Union after 1/1/01
and the original products to be licensed for the first time in any of the countries of the
Territory of the Customs after 1/1/05 and such period is 6 (six)years starting with the
date of initial authorization in the Territory of the Custom Union, provided that it shall
be limited to the patent period of the molecule in Turkey.
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The Law of Ukraine - On Amending Article 9 of the Law of Ukraine
“On Medicines”

Verkhovna Rada of Ukraine has resolved:

|.To amend Article 9 of the Law of Ukraine “On Pharmaceuticals” (published in the Bulletin
of Verkhovna Rada, Issue 22, 1996, Art 86) as follows:

Article 9 - State registration of medicines

Information contained in the application for the state registration of the medicine and its
attachments (hereinafter the registration data) shall be protected by the state under the
provisions of this law and other Ukrainian regulations from its disclosure and commercial
use in bad faith. The Ministry of Health of Ukraine or bodies authorized by it shall protect
such information from its disclosure and prevent its commercial use in bad faith.

If the medicine has been registered in Ukraine, it shall be prohibited to use its registration
data for the filing of an application for the state registration of another medication within five
years following such a registration (regardless of the duration of any patent related to such
a medication), except for the cases where the right to refer to or to use such information
has been acquired in accordance with the established procedure.

Disclosure and unauthorized use of the registration data involves disciplinary, administrative,
civil and/or criminal liability under the provisions of the respective laws of Ukraine.

For the state registration of medications based on or related to an intellectual property
object for which a patent was granted under Ukrainian laws, the applicant shall submit a
copy of such Letters Patent or a copy of a license allowing them to produce and sell the
registered medications. The Applicant shall provide a statement of non-infringement of third
party’s rights protected by patent due to such registration.

The applicant shall be given a Certificate for the registered medicine, specifying the period
of validity within which the medicine shall be permitted for use in Ukraine.

The medicine may be used in Ukraine within the period of five years from the date of its
state registration. At request of the person having submitted the application for state
registration the term, within which it is permitted for use in Ukraine, may be reduced in
accordance with the registration authority.

Should previously unknown dangerous properties of the medicine be detected, the Ministry
of Health of Ukraine or the body authorized by the Ministry may take the decision to
prohibit (totally or provisionally) the use of the medicine in Ukraine.

After expiration of the registration period, within which the medicine is permitted for use in
Ukraine its further use shall be possible only on conditions of its re-registration.

A decision on rejection of the state registration of the medicine shall be made when the
conclusions about its efficacy and safety are not confirmed.

A decision on the state registration of a pharmaceutical may be rejected if such a
registration may result in an infringement of valid patent rights through, among others,
manufacture, use and sale of medications.

The Ministry of Health of Ukraine or the body authorized by it shall give the applicant a
written motivated opinion on rejection of the state registration of the medicine within 10
days. Decision on rejection may be appealed against through the procedure envisaged by
the legislation.

The procedure for the state registration (or re-registration) of the medicine and amounts of
fees for the state registration (or re-registration) of the medicine shall be established by the
Cabinet of Ministers of Ukraine.
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Not subject to state registration are the medicinal products, which are prepared in
pharmacies under the prescriptions of doctors and at the request of health care settings
from active substances and excipients permitted for use.

Il. Final provisions

1. This law enters into force as of the date of its publication and shall be applied to the
relations which arise after its taking effect.

2. Within the following three months the Cabinet of Ministers of Ukraine shall: harmonise
the respective regulations with the provisions of this law; ensure the revision
and repeal by the Ministries and other central executive authorities in Ukraine of
regulations which do not comply with this Law.
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Africa/Middle East

Bahrain

Law No. (7) for the Year 2003 on Trade Secrets

6 Article (1)

Any natural or legal person is prohibited from disclosing information in his possession if
such an information contains the features hereunder:

A) If the information is confidential. Confidentiality is thereto fulfilled if the information in
its final form or its specifics are unknown nor circulated and is not accessible for those
who usually deal with such type of information.

B) If it was of a commercial value due to its confidentiality.

C) Ifits confidentiality was dependable on the effective measures undertaken by its legal
4 holder to preserve it. Within the course of implementing provisions of this law, the
) information stipulated in the features hereinabove are thereto regarded as trade secrets.

Article (2)

Disclosure prohibition of the previously prescribed trade secrets in the above Article
extends to include confidential tests and data that were the outcome of notable efforts, and
Bahrain which are submitted to the competent authorities at their request for approval of promoting
5 years pharmaceutical or agrichemical products in which new chemical components are used.

The competent authorities shall be obliged to disclose received data or tests of those
mentioned in the previous Paragraph until the same is no longer confidential, and prohibit
unfair commercial use of the said data or tests by means of not permitting any person
without consent of the owner from depending on it to market his own products or
pharmaceutical products until after five years consecutive to the date of marketing approval
in the Kingdom of Bahrain.
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Africa/Middle East

Egypt

Intellectual Property Law No. 82 (2002)
6 Undisclosed Information - Articles 55-62

L Article 56

According to the provisions of this law, protection is extended to the undisclosed
information resulting from significant efforts and which was presented to the concerned
authorities upon their request to permit the marketing of the pharmaceutical chemical or
agricultural products using new chemical entities necessary for needed examinations for its
marketing. The concerned authority that receives such information is obliged to protect it
from disclosure and prevent its use in illegitimate commercial activities with effect from the
date of submitting such information, until the end of its classification as secrecy and for a
period not to exceed five years, whichever is shorter.

Disclosure of this information by the concerned authorities to protect the public is not
considered a violation to the information rightful owner.

Article 57

Egypt The rightful owner of the undisclosed information is obliged to take the necessary
5 years procedures to preserve this information and prevent its circulation to non-concerned
parties. He is also obligated to regulate the circulation of this information inside the
establishment and restricting it to the legal delegates who wrote acknowledgments to
preserve it and prevent its disclosure to others. The responsibility of the rightful owner
to protect this information shall not end if others violate it, unless he proves that he has
exerted sufficient and reasonable effort to protect it.

The secretive feature of this information and all resulting rights to prevent others from
infringing it continues, as long as, it remains undisclosed information according to the
provisions of article (55) of this law.

The rights of the rightful owner of the undisclosed information rights are restricted to
preventing others from infringing it by any of the deeds that contradicts with the honest
commercial practices referred to in article (58) of this law. He will also have the right to
resort to the courts in case of proving that others commit any of the referred deeds.

The rightful owner or his successor may assign it to others with or without indemnification.

Article 58

The following practices — in particular — shall be considered as contrary to honest
commercial practices. Committing it also implies unfair competition.

(

—

) Bribing the employees who work in an authority which preserves the undisclosed
information, for the purpose of having access to this information.

(2) Disclosing the information by the employees who know such information through
their work.

(3) If one of the contractors of the “secretive information contracts” disclosed the
information that he has access to.

(4) Getting the information from its storage place by using dishonest ways such as
stealing, theft, or any other similar way.

(5) Obtaining the information by using spying instruments or tools.
(6) Acquiring the information by using deceptive or fraudulent ways.

(7) Using the information by others who know that it is secretive but who has gotten it
through any of the above mentioned practices.

Disclosing of secretive information, keeping or using it through others who does
not have a license from the rightful owner of this information will be considered as a
violation to this information.
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Africa/Middle East

Egypt

Article 59
The following acts are not contradictory to honest commercial practices:

(1)  Obtaining the information from public available source such as libraries, Patent Office
library, government records available to the public, researches studies and published
reports.

(2) Obtaining the information by using personal and independent efforts through
inspection, examination and analysis of the market circulated products, which
embodies the undisclosed information.

(3) Getting the information through independent scientific research efforts, innovation,
invention, compilation, and development, improvement, and modification efforts that
are exerted independently from the rightful owner of the undisclosed information.

(4) Using or disclosing information that is generally known and is circulated among those
who are working in the same industrial field.

Article 60

The rightful owner of or his successor may assign it to others with or without indemnification.

Article 61

Without prejudice to any stronger punishment stated in any other law, a person who
knowingly disclosed, kept or used protected information according to the provisions of this
law will be subject to a fine of not less than L.E. ten thousand and not to exceed L.E. fifty
thousand.

In case of recurrence, the imprisonment punishment will be for a period not less than three
years and a fine of not less than L.E. fifty thousand and not to exceed L.E. one hundred
thousand.

Article 62

The provisions of articles (34), (36) and (43) will be applicable for this section.
Prime Ministerial Decree No. 2211

Concerning Data Exclusivity Chemical of Chemical Agricultural and
Pharmaceutical Products

The Prime Minister after reviewing:
- The constitution,
- Patent and Industrial Designs Law No. 132 of 1949 and its executive regulation,

- The presidential Decree No. 72 of 1995 of joining Arab Republic of Egypt to the World
Trade Organization, the agreements that were included in the results of Uruguay
Round and the provisions of the Arab Republic of Egypt in the field of trade of
products and services which was conducted in Marrakech in April 15, 1994,

—  The Trade Related Aspects of Intellectual Property Rights (TRIPS Agreement),
—  The Prime Minister Decree No. 547 of 2000 regarding EMR,

- And according to what was introduced by the Minister of Economy and External Trade.
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Africa/Middle East

Egypt

Q)

The following is decided:

The provisions of this decree shall be effective for the confidential data and
information which were the results of good efforts, and which are to be submitted
to the concerned ministry upon its request for approving the marketing of chemical
pharmaceutical products or chemical agricultural products which are used as a new
chemical data, whenever these information and data are necessary for obtaining a
marketing approval.

The concerned Ministry for the protection of data and information referred to in
Article 1 is committed to protect it against any unfair commercial use and to keep it
undisclosed, unless it was necessary, in order to protect the public or accompanied
with adequate measurements to guarantee its protection from unfair commercial use.

The provisions of the above paragraph shall be effective starting from the date on
which the information and data referred to are submitted to the concerned Ministry,
and until the secretive feature of these information is terminated.

What is meant by the concerned Ministry applying the provisions of this decree is the
Ministry of Health with regard to Pharmaceutical chemical products and the Ministry
of Agriculture with regard to Agricultural chemical products.

The provision of this decree shall not be applicable for products and materials which
its the legal protection period is expired, including materials and products listed in the
local and foreign pharmacopoeia.

This decree is to be published in the official gazette and be effective from the second
day following its publication date.
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Africa/Middle East

Iraq

Coalition Provisional Authority Order Number 81, “the Patent and
Industrial Designs Laws and Regulations (No. 65 of 1970)” was
renamed as the “Patent, Industrial Design, Undisclosed Information,
Integrated Circuits and Plant Variety Law”

Applies only to approvals that were obtained on or after April 26, 2004
31) Chapter Three bis, Article 2 is added to read as follows:

“If the Minister requires the submission of data pertaining to secret tests, or any data which
has been derived as a result of considerable efforts in order to approve the marketing

of pharmaceuticals or chemical agricultural products which contain new chemical
substances, then the Minister shall comply with the following:

a) Protection of such data from unclassified commercial use through prohibiting
any other person who did not obtain the consent of the submitter to rely on it for
marketing that other person’s pharmaceuticals and products except after the lapse of
five years as of the date of obtaining the submitter of such data the approval to market
those products; and

b)  The protection of this data from disclosure with the exception of the following:
i) should disclosure be necessary for the protection of the public; or

iy  should the Minister realize the necessary precautions to guarantee unclassified
commercial use of such data.”
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Africa/Middle East

Israel

Chapter I: Health Amendment of the Pharmacists’ Ordinance

Commencement and Effect

For products registered in Israel after January 1, 2005

41. (A) The following shall be added after Art. 47C. of the pharmacists’ Ordinance
[New Version], 5741-1981 (in this chapter — Pharmacists’ Ordinance):

47D. (A) In this article

(B) The Director shall not issue a permit for the marketing in Israel a New Medical

- Preparation, whose marketing needs a permit according to the provisions of
Reg. 14 of the Pharmacists Regulations (Preparations), 5746-1986, unless one of
3 the following exists:

(1) The applicant for the registration of the New Medical Preparation has
received the consent of the proprietor of the registration of the Original
Preparation for the use of the Confidential Information.

(2) At least five years have passed from the day the Original Preparation was
first registered in the Preparations’ Register or five years and six months have
passed from the day a preparation containing the New Chemical Entity of the
Original Preparation was first registered in a Recognized Country, whichever
precedes.

Israel
5 or 52 years’

(3) The Applicant for the registration of the medical preparation has provided
complete data, satisfactory by the Directors’ discretion, in order to prove the
safety, efficacy and quality of the New Medical Preparation.

(4) A need for the use of the New Medical Preparation exists due to one of the
following:

(a) One of the conditions mentioned in Art. 20(1) of the People’s Health
Ordinance exists.

(b) A threat to a severe and present danger to the public’s health exists, by
proclamation of the Minister Notified in Official Publications (Reshumot).

7 USTR-Government of Israel Agreement on Pharmaceutical IP — 6 or 6 72 years. According to the USTR-
GOl agreement on data protection, Israel is obligated to enact legislation implementing the following
policy: “the term of protection available shall expire no later than six and one half (6.5) years after the date
the said medical preparation containing a New Chemical Entity first received marketing approval in any
recognized country. Or if the first worldwide filing for the application for marketing approval of the medical
preparation containing a New Chemical Entity occurs in Israel, six (6) years after the date that marketing
approval is granted in Israel for that medical preparation containing a New Chemical Entity”.
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Africa/Middle East

Jordan

Article (8) - Trade Secrets and Unfair Competition Law, No. 15 (2000)

If any official competent authority requires the submission of undisclosed tests, or other
data which are a result of considerable effort, in order to approve the marketing of
pharmaceutical or of agricultural chemical products which utilize new chemical entities,
such authority shall observe the following:

a) Protect such data from unfair commercial use, by preventing any person not having
the applicant’s consent from using the data to market such pharmaceuticals and his
own products, only after the lapse of five years from the date the applicant of such
data obtained the approval to market his products.

b)  Protect such data from disclosure except in the following
1. Where it is necessary to protect the public

2. Where the competent authority took the necessary steps to ensure that the data
are protected against unfair commercial use.

Jordan
5 years
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Africa/Middle East

Morocco

Article 15.10: Measures Related To Certain Regulated Products

1. If a Party requires, as a condition of approving the marketing of a new pharmaceutical
or agricultural chemical product, the submission of:

(a) safety and efficacy data, or

(o) evidence of prior approval of the product in another territory that requires such
information,

The Party shall not permit third persons not having the consent of the person providing

the information to market a product on the basis of the approval granted to the person
submitting that information for at least five years for pharmaceutical products and ten years
for agricultural chemical products from the date of approval in the Party’s territory. For
purposes of this paragraph, a new product is one that contains a new chemical entity that
has not been previously approved in the Party’s territory.

2. If a Party requires the submission of:

(a) new clinical information that is essential to the approval of a pharmaceutical
product (other than information related to bioequivalency), or
Morroco i (b) evidence of prior approval of the product in another territory that requires such

5 years new information,

the Party shall not permit third persons not having the consent of the person providing
the information to market a pharmaceutical product on the basis of such new information
or the approval granted to the person submitting such information for at least three years
from the date of approval in the Party. A Party may limit such protection to new clinical
information the origination of which involves considerable effort.

3. With respect to patents covering pharmaceutical products, each Party shall make
available an extension of the patent term to compensate the patent owner for
unreasonable curtailment of the effective patent term as a result of the marketing
approval process.

4. With respect to any pharmaceutical product that is subject to a patent, and where
a Party permits authorizations to be granted or applications to be made to market a
pharmaceutical product based on information previously submitted concerning the
safety and efficacy of a product, including evidence of prior marketing approval by
persons other than the person that previously submitted such information, that Party:

(a) shall implement measures in its marketing approval process to prevent such other
persons from marketing a product covered by a patent during the term of that
patent, unless by consent or with the acquiescence of the patent owner, and

(b) if it allows applications to be made to market a product during the term of a
patent covering that product, shall provide that the patent owner shall be notified
of the identity of any such other person who requests marketing approval to enter
the market during the term of a patent notified to or identified by the approving
authority as covering that product.
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Africa/Middle East

Oman

Sultanic Decree No. 38/2000, The Law of Trademarks, Trade Data,
Undisclosed Trade Information and Protection from Unfair Competition

Article 34 - Natural and Juridical persons are prohibited from disclosure of commercial
secrets, which they have in their possession in a manner, which is incompatible with fair
conduct of trade. A trade or industrial activity is considered a secret if its nature is un-
known, if its commercial value stems from being a secret, if reasonable measures were
taken to keep it a secret or if it is not easy for a person with ordinary knowledge in this field
to achieve this knowledge.

It is considered as divagation of commercial data, making use of the data of tests or other
secret data which is filed at the competent authorities in order of obtain the marketing
authorization needed for the pharmaceutical preparations or agricultural products containing
new chemicals, if considerable effort has been made to order to attain these products.

Law on Industrial Property and their Enforcement, Royal Decree
67/2008

Regulations under the Law on Industrial Property Rights and their
Enforcement for the Sultanate of Oman

Article 89 - Measures Related to Pharmaceutical and Agricultural Chemical Products
Article 64(3)(A)(1) of the Act shall be construed to provide that:

1. unfair commercial use include reliance by a governmental authority upon undisclosed
test or other data concerning safety and efficacy submitted to it as a condition of
marketing approval, without consent of the person submitting the data, within the
applicable minimum 5 or 10 year period, in the approval of a same or similar product.

2. the applicable minimum 5 or 10 year period begins on the marketing approval date in
Oman of the pharmaceutical or agricultural chemical product that data was originally
submitted to support.

3. unfair commercial also includes reliance by a government entity on undisclosed test
or other data submitted to it as a condition of marketing approval for a new use of
an agricultural chemical product which does not contain a chemical entity which has
not been previously approved in Oman, in the approval of a same or similar product
based on that data within 10 years from the date of the original marketing approval of
the agricultural chemical product in Oman.
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Africa/Middle East

Saudi Arabia

Decision No. 3218: Regulations for the protection of Confidential
Commercial Information, later amended by Decision No. 4319 of 2005

6 > Applies to products approved in Saudi Arabia on or after May 4, 2005

Article 5 - Where an official competent authority requires the submission of information
about secret tests or any data obtained as a result of substantial efforts, as a precondition
for approving the marketing of drugs or chemical agricultural products in which new
chemical substances are used, the said authority shall undertake to protect such
information against unfair commercial use, for a minimum period of five years from the date
of obtaining the approval.

Article 6 - The competent registration authority — during the protection term of
commercial secrets — may permit third parties to use the undisclosed data of secret tests
submitted by another application in the following cases:

(1)  If the product first registered in the Kingdom has not been subject of trading within a
reasonable period of time determined by the registration authority, after approving its

marketing.
Saudi Arabia (2) If this is required by a pressing necessity determined by the competent authority to
5 years protect the public.

Article 8 - Any person harmed as a result of violating the provisions of these Regulations
may file a law suit before the competent judicial authority to claim compensation for
damages sustained.
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Africa/Middle East

Ministers of Health and of Finance & Industry

Decree No. 404/2000:

The Ministry of Health shall issue a Ministerial Decree defining protection for secret
information of pharmaceutical products as follows:

With respect to applications submitted for marketing approval after 1 January 2000, the
period of protection for data secrecy shall be the period of validity for the patent over the
original drug in the country of origin.
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Data Exclusivity Provision of the Therapeutic Goods Act (Cth) 1989
(Australia)

25A When the Secretary must not use protected information

(1)  When evaluating therapeutic goods for registration, the Secretary must not use
information about other therapeutic goods that is protected information.

(2) Information is protected information if:

(a) the information was given to the Secretary in relation to an application to register
therapeutic goods (the new goods):

(i) not being therapeutic devices; and

(i) consisting of, or containing, an active component; and

* : (b) the information is about the active component and is not available to the public;
and

(c) when the application to register the new goods was lodged:

Y

> (i) no other therapeutic goods consisting of, or containing, that active
s« * component were included in the Register; and

5 years I ) , . . . .
(i) no such therapeutic goods had been included in the Register at any time

before then; and

(d) the new goods became registered on or after the commencement of this
subsection; and

(e) 5 years have not passed since the day the new goods became registered; and

(f) the person in relation to whom the new goods are registered has not given the
Secretary permission in writing for the Secretary to use the information.

(3) For the purposes of subsection (2), an active component, in relation to therapeutic
goods, is a substance that is, or one of the substances that together are, primarily
responsible for the biological or other effect identifying the goods as therapeutic goods.

(4) The use of protected information contrary to subsection (1) does not render the
Commonwealth, the Secretary or a delegate of the Secretary liable to a person in
respect of loss, damage or injury of any kind suffered by the person as a result of, or
arising out of, the use of that information.
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Report of Working Party on the Accession of China to the WTO
(WT/ACC/CHN/49)

284 - The representative of China further confirmed that China would, in compliance with
Article 39.3 of the TRIPS Agreement, provide effective protection against unfair commercial
use of undisclosed test or other data submitted to authorities in China as required in
support of applications for marketing approval of pharmaceutical or of agricultural chemical
products which utilized new chemical entities, except where the disclosure of such data
was necessary to protect the public, or where steps were taken to ensure that the data

are protected against unfair commercial use. This protection would include introduction
and enactment of laws and regulations to make sure that no person, other than the person
who submitted such data, could, without the permission of the person who submitted the
data, rely on such data in support of an application for product approval for a period of

at least six years from the date on which China granted marketing approval to the person
submitting the data. During this period, any second applicant for market authorization
would only be granted market authorization if he submits his own data. This protection of
data would be available to all pharmaceutical and agricultural products which utilize new
chemical entities, irrespective of whether they were patent-protected or not. The Working
Party took note of these commitments.

Regulations for Implementation of the Drug Administration Law of the
People’s Republic of China (Decree of the State Council No. 360)

Article 35 - The State protects undisclosed data of drug study and others which
are independently acquired and submitted by drug manufacturers or sellers to obtain
production or marketing approval of the drugs in question which contain new chemical
entities. No one may make unfair commercial use of the said data.

Within six years from the date a drug manufacturer or seller obtains the approval
documents for producing or marketing a drug containing new chemical entities, if any other
applicant uses the data mentioned in the preceding paragraph to apply for approval for
production or marketing of the drug in question without permission of the original applicant
who has obtained the approval, no approval may be given to any other applicant by the
drug regulatory department except that the data submitted are acquired independently.

No drug regulatory department may disclose the data set forth in the first paragraph of this
Article except

(1) for the need of public interests; or

(2) where steps are taken to ensure that the data are protected against unfair commercial
use.
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Pharmacy and Poisons Regulations, Ordinance Cap 138

In Hong Kong, pharmaceutical products must be registered with the Department of
Health under the Pharmacy and Poisons Ordinance (Cap.138) before sale. For a product
to be registered, the manufacturer concerned is required by Cap.138 to provide the
necessary scientific documentation to substantiate the safety, efficacy and quality of the
product. If the applicant does not provide his own documentation, the Department of
Health will not refer to other sources. Undisclosed documentation submitted by another
manufacturer to the Department of Health in support of the application for registration of
another pharmaceutical product is never referred to, nor is it relied on, by the Government
examiners so as to protect data contained therein against unfair commercial use. For
generic products, clinical data are not required if the original innovative product has been
registered for 5 years or more.

Not specified
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Medical Devices, Article 14-4

1. Persons who have received marketing approvals pursuant to the provisions of Article
14 for the drugs or medical device indicated in the following items shall apply within
the period specified in each item for the drug or medical device concerned for a
reexamination by the Minister.

(1) Drugs or medical devices which are designated by the Minister at the time of
approval as drugs for which the active ingredients and quantities, dosage and
administration, indications, etc. or as medical devices which are designated by
the Minister at the time of approval as drugs for which the active ingredients and
quantities, dosage and administration indications, etc. or as medical devices
for which the structure, method for use, indications or performance are clearly
different from those of drugs or medical devices that have already been approved
for marketing (hereinafter referred to as “new drugs” or “new medical devices”).
Within 3 months (referred to as the application period in the following items) from
the date on which the period specified in the following items (hereinafter referred
to as the “reexamination period”) has passed.

a. A period designated by the Minister of at least 6 years but not exceeding
10 years from the date of the marketing approval for orphan drugs or other
‘ drugs specified by MHLW Ordinance that the Minister designates after
hearing the opinion of the Pharmaceutical Affairs and Food Sanitation
Council. (A period designated by the Minister of at least 4 years but not
exceeding 7 years for orphan medical devices or other medical devices
specified by MHLW Ordinance).

8 years?®

b. A period designated by the Minister not exceeding 6 years (4 years for
medical devices) from the date of marketing approval for drugs or medical
devices for which only the indications clearly differ from those of drugs or
medical devices which have already been approved for marketing (excluding
drugs or medical devices in (a) above) or other drugs specified by MHLW
Ordinance which the minister designates after hearing the opinion of the
Pharmaceutical Affairs and Food Sanitation Council.

c. Six years from the date of marketing approval for drugs or 4 years for medical
devices other than those specified in (a) or (b) above.

(2) Drugs or medical devices which are designated by the Minister at the time of
marketing approval as drugs for which the active ingredients and quantities,
dosage and administration, indications, etc. or medical devices for which the
structure, method of use, indications or performance are the same as those of
new drugs or new medical devices excluding those for which the reexamination
period has passed from the date of marketing approval (the extended period)
when the reexamination period is extended pursuant to the provisions of the
following article): A period designated by the Minister that corresponds to the
application period (the application period specified on the basis on the period
after the extension when the reexamination period is extended pursuant to the
provisions of the following paragraph).

2. When the Minister confirms that it is especially necessary to perform proper
reexaminations of new drugs, the Minister shall be able to extend the reexamination
period to a period not exceeding 10 years, (7 years for new medical devices) from the
date of marketing approval after hearing the opinion of the Pharmaceutical Affairs and
Food Sanitation Council.

8 "8 years re-examination period is assigned for medicinal products with new active ingredients based on
PFSB (Pharmaceutical and Food Safety Bureau) Notification No. 0401001, 1st April 2007.”
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These reexaminations of the Minister shall be performed by confirming that the drugs
or medical devices specified in any of the items of Paragraph 1 do not conform to
Items (3(a) to (c) of Paragraph 2 of Article 14 on the basis of findings obtained in the
reexamination.

The application specified in Paragraph 1 shall be made by means of a application form
with data concerning the results of use of the drug or medical device and other data
specified by MHLW Ordinance, the data concerned must be collected and complied in
accordance with standards specified by the Minister.

The confirmation pursuant to the provisions of Paragraph 3 shall be performed by
means of an examination of the quality, efficacy and safety of the drug or medical
device concerned based on the contents of the application for the drug or medical
device in each item of Paragraph 1 and the data and the data specified in the first
part of the preceding by MHLW ordinance pursuant to the provisions of the last part
of the preceding paragraph, a paper examination or an on-site examination shall be
performed beforehand to determine if the data for the drug concerned complies with
that specified in the last part of the preceding paragraph.

Persons who have received approval to market drugs or medical devices specified in
the items in Paragraph 1 as indicated in Article 14, shall investigate the results of use,
etc. for the drug or medical device concerned as specified by MHLW Ordinance and
shall report these results to the Minister.

Persons who should receive reexaminations for drugs or medical devices specified in
MHLW Ordinance pursuant to the provisions of the last part of Paragraph 4, persons
entrusted with the collection or completion of data pursuant to the provisions of the
last part of the same paragraph or their executive or employees shall not reveal secret
concerning the collection or compilation of data or the secret of persons they have
become acquainted with in connection with their work unless they have a valid reason
for doing so. This shall also apply in person formerly in such positions.
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1.1

1.2

4

Regulation 29 of the Control of Drugs and Cosmetics Regulations 1984

The Directive of Data Exclusivity (DE) is issued by the Director of Pharmaceutical
Services under regulation 29 of the Control of Drugs and Cosmetics Regulations 1984.

The Directive is to protect the undisclosed unpublished and non-public domain
pharmaceutical test data, the origination of which involves a considerable effort,
submitted as required to the Director of Pharmaceutical Services for the purpose of
scientific assessment in consideration of the:

i) Quality, Safety and Efficacy of any new drug product containing a New Chemical
Entity

i) Safety and Efficacy for a second indication of a registered drug product as a
condition for

a) Registration of any new drug product containing a New Chemical Entity, or

b) Approval for a Second Indication of a registered drug product

Application and Date of Coming Into Force

5 years

i) This Directive is applicable to:
a) New drug product containing a New Chemical Entity; and
b) Second indication of a registered drug product

i)  This directive shall come into force on 01 March 2011

Definitions

3.1

3.2

3.3

4.

4.2

New drug product containing any New Chemical Entity means a product that contains
an active moiety that has not been registered in accordance with the provisions of the
Control of Drugs and Cosmetics Regulations 1984.

An active moiety is defined as the molecule or ion, excluding those appended portions
of the molecule that cause the drug to be an ester, salt (including a salt with hydrogen
or coordination bonds) or other noncovalent derivative (such as a complex, chelate or

clathrate) of the molecule, responsible for the physiological or pharmacological action

of the drug substance.

Second indication for a registered drug product means a single or cluster of therapeutic
indications applied subsequent to the first indication(s) approved at the point of
registration of the product. The application for approval of the second indication
contains reports of new clinical investigations other than bioavailability studies.

Any person may apply for Data Exclusivity. Such application shall be made upon
submission of documents to the Director of Pharmaceutical Services for the 1)
registration of new drug product containing a New Chemical Entity; or ii) approval for
Second indication of a registered drug product.

An application for Data Exclusivity shall only be considered if the application in
Malaysia for:

i) New drug product containing a New Chemical Entity is made within eighteen
(18) months from the date the product is first registered or granted marketing
authorization; AND granted Data Exclusivity/Test Data Protection in the country
of origin or in any country, recognized and deemed appropriate by the Director of
Pharmaceutical Services.

i) Second indication of a registered drug product is made within twelve (12) months
from the date the second indication is approved; AND granted Data Exclusivity/
Test Data Protection in the country of origin or in any country, recognized and
deemed appropriate by the Director of Pharmaceutical Services.
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4.3

4.4,

4.5

4.6

4.7

Before the Data Exclusivity is granted:

i)  the applicant of a new drug product containing a New Chemical Entity shall
provide to the Director of Pharmaceutical Services the undisclosed, unpublished
and non-public domain pharmaceutical test data, the origination of which involves
a considerable effort, OR

i) the applicant for a Second Indication of a registered drug product shall provide
to the Director of Pharmaceutical, the reports of new clinical investigations other
than bioavailability studies, conducted in relation to the second indication and the
origination of which ahs involved considerable effort.

The Director of Pharmaceutical Services shall decide on whether the application will
be granted the Data Exclusivity. The period of the Data Exclusivity granted shall be
made on a case to case basis.

The period of the Data Exclusivity shall not be more than:
i)  five () years for new drug product containing a New Chemical Entity and

i) three (3) years for a second indication of a registered drug product. The period of
Data Exclusivity is for the data concerning the Second Indication only.

Calculation of the period of Data Exclusivity

i)  For anew drug product containing a New Chemical Entity, the period of Data
Exclusivity shall be calculated from the date the product is first registered
or granted marketing authorization and granted Data Exclusivity/Test Data
Protection in the country of origin or in any country recognized and deemed
appropriate by the Director of Pharmaceutical Services.

i)  For a second indication of a registered drug product, the period of Data
Exclusivity shall be calculated from the date the Second Indication is first
approved AND granted Data Exclusivity/Test Data Protection in the country of
origin or in any country recognized and deemed appropriate by the Director of
Pharmaceutical Services.

Consideration of other applications upon the grant of Data Exclusivity

For all registered new drug product containing a New Chemical Entity, registration of
any other drug product where the active moiety is in all respect the same as the active
moiety in the registered drug product which has been granted Data Exclusivity in
Malaysia can be considered if:

i) The applicant provides undisclosed, unpublished and non-public domain
pharmaceutical test data, the origination of which involves a considerable effort
to demonstrate the Quality, Safety and Efficacy of the drug product submitted for
registration; OR

i)  The applicant has obtained consent in writing for right of reference or use of
the test data from a person authorized by the owner of the registered ne drug
product containing a New Chemical Entity.

Non Application of Data Exclusivity

5.

Nothing in the Data Exclusivity shall:

i) apply to situations where compulsory licenses have been issued or the
implantation of any other measures consistent with the need to protect public
health and ensure access to medicines for all;

i)  prevent the Government from taking any necessary action to protect public health,
national security, non-commercial public use, national emergency, public health
crisis or other extremely urgent circumstances declared by the government.
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Medicines Act 1981 No. 118
283B Protection of confidential supporting information about innovative medicines

Where the Minister receives, or received not more than 5 years before the commencement
date, an innovative medicine application and confidential supporting information, the
Minister, during the protected period in relation to that confidential supporting information,

(a) Shall take reasonable steps to ensure that that confidential supporting information is
kept confidential to the Minister; and

(b) Shall not use that confidential supporting information for the purposes of determining
whether to grant any other application.

23C Circumstances where protection under section 238 does not apply

(1) Notwithstanding section 23B of this Act, the Minister may, during the protected period
in relation to confidential supporting information,

(a) Disclose that confidential supporting information, or use that confidential
supporting information for the purposes of determining whether to grant any
application other than the application to which it relates or related, as the case
may be,

(i)  With the consent of the applicant who made the application to which the
confidential supporting information relates or related; or

(i) If that disclosure or use is, in the opinion of the Minister, necessary to protect
the health or safety of members of the public; or

(o) If, in the opinion of the Minister, the relevant committee, adviser, Government
department, statutory body, or person will take reasonable steps to ensure the
confidential supporting information is kept confidential, disclose that confidential
supporting information to—

(i)  An advisory or technical committee appointed under section 8 of this Act; or

(i) The Medicines Classifications Committee appointed under section 9 of this
Act; or

(i) The Medicines Review Committee established under section 10 of this Act;
or

(iv) Any adviser for the purpose of obtaining advice about the medicine to which
the confidential supporting information relates; or

(v) A Government department or statutory body for the purposes of the
Government department or statutory body; or

(c) Disclose that confidential supporting information to any one or more of the
following—

(i)  The World Health Organisation:
(i)  The Food and Agriculture Organisation:
(iii) Any regulatory agency of a WTO Country:

(iv) Any person or organisation, or a person or organisation within a class or
classes of persons or organisations, approved by regulations made under
this Act.
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Asia/Pacific Rim

(2) The power to grant consent under subsection (1)(a)(i) of this section may be exercised
by a person other than the applicant referred to in that subsection if—

(a) That applicant—

(i) Has notified the Minister in writing that that other person may grant that
consent; and

(i) Has not notified the Minister in writing that that person’s authority to grant
that consent has been withdrawn; or

(b) That applicant’s rights in respect of the relevant confidential supporting
information have been transferred to that person and the applicant or that other
person has notified the Minister in writing of the transfer.
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Pharmaceutical Affairs Law (PAL)

Article 32

Of the drugs for which products licenses were issued in accordance with the provisions

of Paragraph 2 and 3, Article 31, those products falling under the provisions of Paragraph

8, Article 31 shall be subject to re-examination by the Commissioner of the KFDA within 3
months after 4 or 6 years from the date of issuance of the license, depending on the product.

The method, procedure and timing of re-examination pursuant to Paragraph 1 shall be
determined by Decree of the Minister of Health and Welfare.

Ministerial Decree to PAL

Article 35

The period for re-examination of the products that are subject to re-examination pursuant
to Paragraph 1, Article 32 of the PAL or Paragraph 4, Article 42 of the PAL is as follows:

1. Items to be re-examined six (6) years after the date of license:
a) New drugs.

Y g

\\"',,, b) Ethical drugs different from already licensed drugs in terms of active ingredients
4

or composition ratios.

4 or 6 years

c) Ethical drugs different from already licensed ones in the route of administration,
while containing the same active ingredients.

2. ltems to be re-examined four (4) years after the date of license:

a) Ethical drugs which are identical to already licensed drugs in terms of active
ingredients and route of administration but distinctively different in added indications.

b) Other drugs whose re-examination is deemed necessary by the Commissioner of
the KFDA.

KFDA Regulations regarding the Licensing, Report and Examination
of Drug Products

Article 25

Examination of safety and efficacy pursuant to Item 1, Paragraph 1, Article 24 and Article
29 of the Ministerial Decree to the PAL shall be performed with respect to drugs that have
received a license or amended license or that have filed a report or amended report, unless
falling under one of the following:

1. A product that is identical in the type of active ingredient, size and quantity
(concentration in the case of liquids), dosage form, indication, administration and
dosage with a product that has already been licensed or reported.

2. Despite the proviso to Paragraph 1, a drug that falls under one of the following must
be examined for safety and efficacy by submitting data pursuant to Article 5 of 8:

8. A product that is identical to a drug that has been designated as subject to re-
examination pursuant to the provisions of Paragraph 1, Article 32 of the PAL, Paragraph
4, Article 42 of the PAL or Article 57 of the Act on Management of Narcotic Drugs.

Article 27

If falling under Item 8, Paragraph 2, Article 25, data which is not the same as the data
submitted for the original approval must be submitted, unless falling under one of the following:

1. Use of the data is permitted by the party that first received a license or the original
developer;

2. Drugs falling under Item 8, Paragraph 2, Article 25 that apply on condition that they
will receive a license after the expiration of the re-examination period.
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Medicines Act (Chapter 176)

No product licence to be granted on basis of previous grant 19D.
(1) Where

(a) information has been provided by an applicant for a product licence to the
licensing authority relating to the safety or efficacy of a medicinal product in
support of such application; and

(b) a product licence has been granted in respect of that medicinal product (referred
to in this section as the earlier licence),

the licensing authority may not, for a period of 5 years from the date of such grant, grant a
product licence to another person in respect of that or a similar medicinal product on the
basis of the grant of the earlier licence unless the holder of the earlier licence has given his
consent to the grant on that basis.

(2) This section applies where the earlier licence is granted

(@) on or after the date of commencement of the Medicines (Amendment) Act 2004;
or

(b) at any time between the date that is before the date of commencement but no
earlier than 5 years before that date, and that date.
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Pharmaceutical Affairs Law, Article 40
February 5, 2005

Article 40-1

For the purpose of protecting public interest, the central health competent authority may,
where necessary, announce the relevant information of a drug’s ingredients, product insert,
and so on obtained and kept by it due to the application submitted by a pharmaceutical
firm for manufacture or import of such drug; provided that the central competent authority
shall keep in confidence any information which is the pharmaceutical firm’s trade secret
submitted for examination and registration of a new drug.

With respect to the scope and method of such disclosure, as referred to in the preceding
paragraph, the central health authority shall enact the regulations to govern these matters.

Article 40-2

While granting the certificate of pharmaceutical product, the central health competent
authority shall announce the disclosed patent number or patent application number
provided by the applicant.

Within 5 years from the date of issuance of the certificate of pharmaceutical product for
new drugs with new ingredients, other pharmaceutical firms shall not make reference to
any previous application materials to apply for examination and registration without the

consent of the holder of the certificate of pharmaceutical product.

Three years after the date of issuance of the certificate of pharmaceutical product for

new drugs with new ingredients, other pharmaceutical firms may submit the applications
for examination and registration of drugs with the same ingredients, dosage forms, same
volumes and same units in accordance with this Law and relevant regulations relating to
the examination and registration of drugs and the certificate of pharmaceutical product may
be issued to those qualified applicants on the next day after expiration of the five years of
the certificate of pharmaceutical product for new drugs with new ingredients.

With respect to new drugs with new ingredients, for which a market approval has already
been obtained in a foreign country, provisions prescribed under the Second Paragraph
of this Article could be applied to mutants only when the application for examination and
registration of such new drugs has been filed with the central health authority within three
years from the issuance date of such market approval.

The protection offered by this Article does not apply to data collected by non-patent
holders for educational and clinical research purposes.
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National Assembly of the Socialist Republic of Vietham

Intellectual Property Law

Article 128 - Obligations to maintain secrecy of data of tests

1.

Where the laws require an applicant for a business license or a permit for circulation
of pharmaceutical products or agricultural chemical products to submit test results or
any other data of the trade secret the origination of which involves considerable effort
or expenses, and where the applicant requests that such information be kept secret,
the authority shall have obligation to take necessary protective measures so that
such data shall neither be used for unfair commercial purposes nor disclosed, except
where the disclosure thereof is necessary to protect the public.

From the submission of the secret data in an application to the authority as provided
for in paragraph (1) of this Article to the end of the 5-year period counted from the
date on which a license or permit is granted to the applicant, the authority shall not
grant such a license to any subsequent applicant in whose application the secret data
mentioned above are used without consent of the previous applicant, except in the
case as provided for in subparagraph (d) paragraph (3) of Article 125 of this Law.
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for the International Conference on Harmonisation of Technical Requirements for
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