Section E: Requirements of Industrial Property Offices of States Party
to the Budapest Treaty and of Intergovernmental Industrial Property Organizations

Introduction

(1)  General

This section describes the statutory requirements and the practices of the industrial property
offices of the States party to the Budapest Treaty and of the African Regional Intellectual Property
Organization (ARIPO), the European Patent Organisation (EPO) and the Eurasian Patent Organization

(EAPO) as regards the deposit of microorganisms for the purposes of patent procedure.

(1)) Information on Industrial Property Offices

The industrial property offices are listed by country in accordance with the two-letter country
code as per WIPO Standard ST.3, followed by the African Regional Intellectual Property
Organization (ARIPO), the European Patent Organisation (EPO) and the Eurasian Patent Organization
(EAPO), according to the following scheme: country, name of industrial property office, address,
telephone, telefax and telex numbers and electronic and Internet addresses, if any.

1. Requirements for Deposit

Information is given on the question whether the deposit with an international depositary
authority of a microorganism which is the subject of a patent application, is obligatory in order to
describe the invention adequately.

2. Time of Deposit

The time limit is indicated for depositing with an international depositary authority a
microorganism which is the subject of a patent application.

3. Duration of Storage

Information is given on the length of time during which a microorganism deposited with an
international depositary authority must be stored by the said authority.



4. Conditions for the Furnishing of Samples

(1) Time of Availability of Samples

Information is given when samples of deposited microorganisms should be available to any
requesting party.

(i) Restrictions Concerning the Furnishing of Samples

Information is given with respect to restrictions on the availability of samples of deposited
microorganisms.
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AL — ALBANIA

Albanian Patents and Trademarks Office
Bulevardi Zhan D’Ark 2
Tirana

Telephone: (355-42) 234 412
Telefax: (355-42) 234 412
E-mail: mailinf@alpto.gov.al
Internet : www.alpto.gov.al

1. Requirements for Deposit

No provision.
2. Time of Deposit
No provision.
3. Duration of Storage
No provision.
4. Conditions for the Furnishing of Samples
No provision.

AL/2011
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AM — ARMENIA

Intellectual Property Agency of the Republic of Armenia
Government House 3

Central Avenue

Yerevan 0010

Telephone: (374-10) 52 06 73, 56 14 04

Telefax: (374-10) 54 34 67,56 11 26

E-mail: armpat@cornet.am, invention@cornet.am
Internet: http://aipa.am

1. Requirements for Deposit

The description of the processes of the strain, cell chain, consortium shall be brought in
the examples of realization of inventions regarding the strain of the microorganism, plant or
animal line, strain or cell consortiums.

If the description thereof is not sufficient for the realization of invention, data on the

deposit of the microorganism shall be submitted (the name or abbreviation, address and the
registration number of the depositary center).

2. Time of Deposit

The date of deposit shall precede the date of filing the application or where the priority
is claimed, the date of priority of invention.

3. Duration of Storage

The deposit with the aim of patent procedures shall be deemed as realized if the strain,
cells chain or consortium are stored in the international depositary authority under the
Budapest Treaty on the International Recognition of the Deposit of Microorganisms or in the
National Collection authorized for the deposit of strain, cells chain, consortium, which
guarantees the protection of the viability of strain, cells chain, consortium at least during the
viability period of the patent.

4. Conditions for the Furnishing of Samples

(i)  Time of Availability of Samples

Where a patent application relating to a deposited biological material has been refused
or withdrawn, the deposited biological material shall only be available to third parties for
20 years from the date of filing of the application, if so requested by the applicant.

AM/2011
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AU - AUSTRALIA

Australian Patent Office
Discovery House

47 Bowes Street

Phillip

CanberraA.C.T. 2606

Mailing address:
P.O. Box 200
Woden A.C.T. 2606

Telephone: (61-2) 62 83 29 99
Telefax: (61-2) 62 83 79 99

Telex: 61517 COMPAT AA

E-mail: assist@ipaustralia.gov.au
Internet: http://www.ipaustralia.gov.au

1. Reguirements for Deposit

The deposit of a culture of a microorganism is required if the invention involves the use,
modification or cultivation of a microorganism which is not reasonably available to a person
skilled in the art and if, without a sample of such microorganism, such person could not
reasonably be expected to be able to perform the invention.

(Patents Act 1990, Sections 6, 41(1) and (a); Regulation 1.5(1) and (a))

2. Time of Deposit

A culture of a microorganism must be deposited on or before the date of lodgment of
the specification.

(Patents Act, Section 6(a))

3. Duration of Storage

A deposited microorganism shall be stored for a period of at least five years after the
most recent request for the furnishing of a sample of the deposited microorganism was
received by the international depositary authority and, in any case, for aperiod of at least
30 years after the date of the deposit.

(Patents Act, Section 6(d); Budapest Treaty Rule 9.1)

AU/2005
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4. Conditions for the Furnishing of Samples

()  Time of Availability of Samples

Samples of deposited microorganisms may be made available to a requesting party
provided the specification lodged in respect of the patent application or patent is open to
public inspection.

(Patents Regulations, Regulation 1.5(a) and 3.25(4)(a))

(i)  Restrictions Concerning the Furnishing of Samples

A requesting party must give an undertaking:

(& not to make the microorganism, or any culture derived from the
microorganism, available to any other person, and

(b) to use the microorganism only for experimental purposes, during specified
periods.

(Patents Regulations, Regulation 3.25(4)(c), Form P/00/068)
The specified periods are:
(& any period when the patent application or patent isin force;

(b) if the patent application lapses under Section 142(a)(d) of the Patents Act—the
period of six months after the application so lapses; and

(c) if the patent (or patent granted in accordance with the application) ceases under
Section 143 of the Patents Act—the period of six months after that cessation.

The Commissioner may also require, before granting the certification referred to in
Rule 11.3(a) of the Budapest Treaty Regulations, that a requesting party comply with such
conditions as are reasonable, including a condition that the requestor give security for
damages for any breach of the undertaking.

(Patents Regulations, Regulation 3.25(2))

AU/2005
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AT — AUSTRIA

Austrian Patent Office
Dresdner Strasse 87
P.O.B. 95

1200 Vienna

Telephone: (43-1) 53424 -0
Telefax: (43-1) 53 424 - 535
E-mail: info@patentamt.at
Internet: http://www.patentamt.at

1. Requirements for Deposit

If an invention relates to a biological material that is not accessible to the public, nor
can be described in the application in a manner that a person skilled in the art is able to carry
out the invention accordance therewith, of if the invention contains the use of such a
biological material, the invention shall be regarded as disclosed only if

1.  the biological material has been deposited at a place of deposit under the Budapest
Treaty not later than on the day of filing,

2.  the application contains the pertinent information on the characteristic features of
the deposited biological material, that is known to the applicant, and

3. the place of deposit and the file number of the deposit have been specified in the
application.

The information mentioned in subparagraph 3 can be filed subsequently either

1. within 16 months after the application date or, if a priority has been claimed, after
the priority date, or

2. up to date of the filing of a request for publication of the application ahead of
schedule, or

3. within one month after the Patent Office has informed the applicant that a right of
inspection under to Section 81, paragraph (3), exists,

wherein it is relevant which term expires first.

(Patent Act of 1970, as amended in 2005, Section 87a (2) and (3))

AT/2009
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2. Time of Deposit

The biological material must be deposited not later than the filing date of the patent
application.

(Patent Law, Section 87a (2)1)

3. Duration of Storage

No provision.

4. Conditions for the Furnishing of Samples

Section 81a (1) Before the date of publication of the application any person who has the
right of inspection of files shall be entitled to get a sample of a biological material deposited
under Section 87a, paragraph (2), subparagraph 1. From the date of publication of the
application any person who makes a respective request has this right. The access is granted
being subject to paragraphs (2) and (3) by handing out a sample of the deposited biological
material to the requesting party or an independent expert.

(2) The handing out only takes place if the requesting party obliges itself for the duration of
the effect of the patent or until the application is withdrawn or rejected.

1. not to make available to third parties a sample of the biological material deposited
or a material derived therefrom and

2. not to use a sample of the deposited biological material or a material derived
therefrom for anything else but experimental purposes unless the applicant or the
patentee explicitly renounces such an obligation.

(3) Until the completion of the technical preparation for the publication of the application
the applicant may request that the access designated in paragraph (1) shall be granted only by
handing out a sample to an independent expert.

1. until the grant of the patent or

2. incase of a withdrawal or rejection of the application for the duration of 20 years
beginning with the application date.

AT/2009
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(4) Asan expert as defined by paragraph (3)

1. any natural person, as far as the requestor proves, that the appointment happens
with approval of the applicant,

2. any natural person, who is acknowledged by the President of the Patent Office as
expert and is registered in the expert register, which is maintained by the Patent
Office

can be appointed. With the appointment a declaration of the expert shall be presented, in
which he undertakes the obligations to the applicant under paragraph (2).

(Patent Act, Section 81a)

AT/2009



-1-

AZ - AZERBAIJAN

State Committee on Standardization, Metrology and Patents (Azerbaijan)
Mardanov gardashlar 124
AZ 1147 Baku

Telephone: (99-412) 440 37 98, 449 99 59
Telefax: (99-412) 440 52 24, 440 37 98
E-mail: azs@azstand.gov.az

Internet: www.azstand.gov.az

1. Requirements for Deposit

No provision.
2. Time of Deposit
No provision.
3. Duration of Storage
No provision.
4. Conditions for the Furnishing of Samples
No provision.

AZ/2011
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BY — BELARUS

National Center of Intellectual Property
20, ul. Kozlova
220034 Minsk

Telephone: (375-17) 294 36 56, 285 26 05
Telefax: (375-17) 285 26 05

E-mail: ncip@belgospatent.by

Internet: http://www.belgospatent.org.by

1. Requirements for Deposit

The sufficiency in the invention that relates to microorganisms, plant or animal cell
cultures or the way they are used is proved by supplying information as to the deposit of a
microorganism (the name of the depositary authority, the accession number given by the
depositary authority to the deposit).

(Regulations on Substantive Examination of an Application for an Invention Patent, Rule 79)

2. Time of Deposit

The deposit of a microorganism must be made before or on the priority date of an
application.

(Regulations on Substantive Examination of an Application for an Invention Patent, Rule 79)

3. Duration of Storage

For the purposes of patent procedure, the deposit is considered to have been made if a
microorganism has been placed with any international depositary authority guaranteeing its
viability for at least the term of the patent.

(Regulations on Substantive Examination of an Application for an Invention Patent, Rule 79)

4. Conditions for the Furnishing of Samples

No provision.

BY/2009
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BE - BELGIUM

Intellectual Property Office
Boulevard du Roi Albert 11, 16
1000 Brussels

Telephone: (32-2) 277 90 11

Telefax: (32-2) 277 52 62

E-mail: piie_dir@economie.fgov.be, piee_doc@economie.fgov.be
Website: http://www.economie.fgov.be/intellectual_property/home_fr.htm

1. Requirements for Deposit

Section 17, paragraph 1, subparagraph 2 of the Patent Law of March 28, 1984, as
amended by the Law of April 28, 2005 amending the Patent Law of March 28, 1984 on
the patentability of biotechnological inventions:

“Where an invention involves the use of or concerns biological material which is not
available to the public and which cannot be described in a patent application in such a manner
as to enable the invention to be reproduced by a person skilled in the art, the description shall
be considered inadequate for the purpose of patent law unless the biological material is
deposited not later than the day of filing the patent application with a recognized depositary
institution and the requirements laid down by the King are fulfilled.”

Section 10, paragraph 1 of the Royal Decree of December 2, 1986 on patent applications,
grants and maintenance, as amended by Section 1 of the Royal Decree of February 27,
2007:

“Paragraph 1. In the case provided for in Section 17, paragraph 1, subparagraph 2 of
the law, the description shall be considered inadequate unless the patent application contains
such relevant information as is available to the applicant on the characteristics of the
biological material deposited, as well as information on the depositary institution and the
number of the deposit.

International depositary institutions are recognized as depositary institutions following
acquisition of such status in accordance with Article 7 of the Budapest Treaty of April 28,
1977 on the International Recognition of the Deposit of Microorganisms for the Purposes of
Patent Procedure.

Information on the depositary institution and the number of the deposit shall be
communicated:

(@) within a period of 16 months as from the filing date or, if a priority is claimed, as
from the date of priority;

(b) up to the date of submission of a request to bring forward the granting of the
patent under Section 22, paragraph 2, subparagraph 2 of the law.™

1 Section 22, paragraph 2 of the law of March 28, 1984: “paragraph 2. The decision shall be issued as soon
as possible following expiry of a period of 18 months as from the filing date of the patent application or, if the
priority right under the Paris Convention has been claimed in accordance with Section 19, as from the earliest
priority stated in the priority declaration”.

BE/2011



Section 10bis of the Royal Decree of December 2, 1986 on the application, grant and
maintenance of patents, as amended by Section 1 of the Royal Decree of February 27,
2007, introduced by Section 2 of the Royal Decree of February 27, 2007:

“Paragraph 1. Where the biological material deposited, in accordance with Section 10,
ceases to be available from the recognized depositary institution, a new deposit of the material
shall be permitted within a period of three months as from the date on which the interruption
was notified to the applicant or to the owner of the patent, either by the recognized depositary
institution or by the Office.

A copy of the receipt for the new deposit issued by the recognized depositary
institution, accompanied by the number of the patent application, or the patent itself, shall be
communicated to the Office within four months as from the date of the new deposit.

Paragraph 2. Where the interruption is due to the non-viability of the culture, the new
deposit shall be made with the recognized depositary institution with which the original
deposit was made. In other cases, it may be made with another recognized depositary
institution.

Paragraph 3. Any new deposit shall be accompanied by a statement signed by the

applicant certifying that the newly deposited biological material is the same as that originally
deposited”.

2. Time of Deposit

The deposit must be made on the date of filing the patent application.
(Section 17, paragraph 1, subparagraph 2 of the Patent Law of March 28, 1984 and

Section 10, paragraph 1, subparagraph 1 of the Royal Decree of December 2, 1986 on
the application, grant and maintenance of patents, in fine)

3. Duration of Storage

No provision.

4. Conditions for the Furnishing of Samples

(i)  Time of Availability of Samples

Section 10, paragraphs 2, 5 and 6 of the Royal Decree of December 2, 1986 on the
application, grant and maintenance of patents, as amended by Section 1 of the Royal
Decree of February 27, 2007:

“Paragraph 2. Access to the material shall be provided by the furnishing of a sample:

(@ up to the first publication of the patent application, only to the applicant or his
representatives;

BE/2011
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(b) between the first publication of the patent application and the granting of the
patent, to anyone requesting it or, if the applicant so requests, only to an
independent expert;

(c) after the patent has been granted, and notwithstanding revocation or cancellation
of the patent, to anyone requesting it.

Paragraph 5. Requests from the applicant under paragraph 2(b) and paragraph 4 may
only be brought up to the date on which the technical preparations for publication of the
patent application are deemed to have been completed.

Paragraph 6. Failing such designation by agreement between the applicant and the
person requiring access to the deposited biological material, the independent expert referred to
in paragraph 2(b) and paragraph 4 shall be designated by the competent judge”.

(i)  Restrictions Concerning the Furnishing of Samples

Section 10, paragraphs 3 and 4 of the Royal Decree of December 2, 1986 on the
application, grant and maintenance of patents, as amended by Section 1 of the Royal
Decree of February 27, 2007:

“Paragraph 3. The furnishing of a sample shall be made only if the person requesting it
undertakes, for the term during which the patent is in force:

(@ not to make the biological material or any material derived from it available to
third parties; and

(b) not to use the biological material or any material derived from it except for
experimental purposes, unless the patent applicant or proprietor expressly waives
such an undertaking.

Paragraph 4. At the applicant’s request, where an application is refused or withdrawn,

access to the deposited material shall be limited to an independent expert for 20 years from
the date on which the patent application was filed. In that case, paragraph 3 shall apply.”

BE/2011
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BA — BOSNIA AND HERZEGOVINA

Institute for Intellectual Property of Bosnia and Herzegovina

Head Office:
Kneza Domagoja bb
88000 Mostar

Telephone: (387-36) 334 381

Telefax: (387-36) 318 420

E-mail: mostar@ipr.gov.ba, info@ipr.gov.ba
Internet: http://www.ipr.gov.ba

Branch Offices:
Kralja Petra Prvog karadjordjevica 83A
78000 Banja Luka

Telephone: (387-51) 22 68 40
Telefax: (387-51)22 68 41

and

Hamdije Cemerli¢a 2/9
71000 Sarajevo

Telephone: (387-33) 65 27 65

Telefax: (387-33) 6527 57
E-mail: sarajevo@ipr.gov.ba

1. Requirements for Deposit

No provision.

2. Time of Deposit

No provision.

3. Duration of Storage

No provision.

4. Conditions for the Furnishing of Samples

No provision.

BA/2011
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BG - BULGARIA

Bulgarian Patent Office
52B, Dr. G.M. Dimitrov Blvd.
1040 Sofia

Telephone: (359-2) 71 01 34, 71 01 52
Telefax: (359-2) 70 83 25, 71 70 44
E-mail: bpo@bpo.bg

Internet: http://www.bpo.bg

1. Requirementsfor Deposit

If an invention involves a strain of amicroorganism, it should be deposited with the
Bulgarian depositary institution or with an international depositary authority with a separate
deposit number.

(Instructions for Drafting and Examining Applications for Inventions by the Chairman of the
State Committee for Science and Technological Progress of August 4, 1969, Sections 2.20,
3.11and 7.3)

Under the practice of the Bulgarian industrial property office, a culture of a
microorganism should be deposited with the National Bank for Industrial Microorganisms
and Cell Cultures (NBIMCC), if the microorganism is not available to the public or the
invention involving that microorganism cannot be described in such a manner as to enable the
invention to be carried out by a person skilled in the art.

The applicant should file a copy of the document proving the deposit of the
microorganisms issued by the depositary authority at the time of filing the application. The
applicant must indicate the deposit number of the microorganism and the name of the
depositary authority with which such microorganism has been deposited.

2. Time of Deposit

Under the existing practice, the deposit must be made not later than the filing date of the
application or, if priority is claimed, the priority date.

3. Duration of Storage

Under the existing practice, the duration of storage is unlimited.

BG/2000
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4. Conditions for the Furnishing of Samples

(i) Timeof Availability of Samples

Under the existing practice, the deposited culture should be available to the public as
from the date of the grant of the relevant title of protection.

(i) Restrictions Concerning the Furnishing of Samples

Under the existing practice, samples of the deposited microorganism should be
furnished only to the requesting party who undertakes vis-a-vis the patentee to use the
samples for experimental purposes only and not to make the samples available to any third
party.

BG/2000
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CA - CANADA

Canadian Intellectual Property Office
50 Victoria Street
Gatineau, Quebec

Mailing address:

The Commissioner of Patents
Canadian Patent Office
Ottawa, Ontario K1A OC9

Telephone: (1-866) 997 19 36 (toll-free from Canada and US)
(1-819) 934 05 44 (local and international)

Telefax: (1-819) 953 24 76 / 953 67 42

E-mail: cipo.contact@ic.gc.ca

Internet: http://cipo.gc.ca

1. Requirements for Deposit

Where a specification in a patent application, or in a patent issued on the basis of such
an application, refers to a deposit of biological material, the deposit of the biological material
Is considered to be in accordance with the Patent Regulations if it has been made by the
applicant with an international depositary authority. The applicant must inform the
Commissioner of Patents of the name of the international depositary authority, the date of the
original deposit and the accession number given by the international depositary authority to
the deposit. The said information must be included in the description of the patent application
and must be provided before the application is open to public inspection.

(Patent Rules 1996, Sections 103 and 104)

2. Time of Deposit

The deposit of the biological material must be made with an international depositary
authority on or before the filing date of the patent application.

(Patent Rules, Section 104)

3. Duration of Storage

No provision.

1 The Patent Rules 1996, also contain provisions concerning Applications Filed in the Period Beginning on

October 1, 1989 and Ending on October 1, 1996 (Sections 159 to 166) and Applications Filed Before October 1,
1989 (Sections 183 to 187)

CA/2009



4. Conditions for the Furnishing of Samples

(i)  Time of Availability of Samples

Before the patent application is open to public inspection, the applicant may file a notice
with the Commissioner of Patents stating the applicant’s wish that, until either a patent has
been issued on the basis of the application, or the application is refused, or is abandoned and
no longer subject to reinstatement, or is withdrawn, a sample of the deposited biological
material be furnished only to an independent expert nominated by the Commissioner.

(Patent Rules, Subsection 104(4))

The Intellectual Property Office publishes in the Canadian Patent Office Record a form
for making a request for the furnishing of a sample of the deposit.

(Patent Rules, Subsection 107(1))

Where the specification in a Canadian patent or in a patent application filed in Canada
that is open to public inspection refers to a deposit of biological material by the applicant, and
where a person files with the Commissioner of Patents a request made on the form referred to
in Subsection 107(1), the Commissioner makes the certification referred to in Rule 11.3(a) of
the Regulations under the Budapest Treaty in respect of that person and sends a copy of the
request, together with the certification, to the person who filed the request.

(Patent Rules, Subsections 107(2) and (3))

(if)  Restrictions Concerning the Furnishing of Samples

Until either a patent has been issued on the basis of the patent application or the
application is refused, or is abandoned and no longer subject to reinstatement, or is
withdrawn, the Commissioner of Patents does not make the certification referred to in
subsection 107(2) in respect of a person unless the Commissioner has received an undertaking
by that person to the applicant:

- not to make any sample of biological material furnished by the international depositary
authority or any culture derived from such sample available to any other person before either
a patent is issued on the basis of the application or the application is refused, or is abandoned
and no longer subject to reinstatement, or is withdrawn; and

- to use the sample of biological material furnished by the international depositary
authority and any culture derived from such sample only for the purpose of experiments that
relate to the subject-matter of the application until either a patent is issued on the basis of the
application or the application is refused, or is abandoned and no longer subject to
reinstatement, or is withdrawn.

(Patent Rules, Section 108)

CA/2009
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Where a notice has been filed with the Commissioner of Patents pursuant to
subsection 104(4) in respect of a patent application, the Commissioner, upon request of any
person that an independent expert be nominated and with the agreement of the applicant,
nominates, within a reasonable time, a person as an independent expert for the purposes of
that application.

If no agreement can be reached on the nomination of an independent expert within a
reasonable time after the request is made, the notice of the applicant referred to in subsection
104(4) is deemed never to have been filed.

(Patent Rules, Section 109)

Where a notice has been filed with the Commissioner of Patents pursuant to
subsection 104(4) in respect of a patent application, until a patent is issued on the basis of the
application or the application is refused, or is abandoned and no longer subject to
reinstatement, or is withdrawn, a request pursuant to section 107 may only be filed by an
independent expert nominated by the Commissioner in accordance with section 109.

Where the Commissioner of Patents makes a certification pursuant to subsection 107(2)
in respect of an independent expert nominated by the Commissioner, a copy of the request,
together with the certification, is sent to the applicant and to the person who requested the
nomination of the independent expert.

(Patent Rules, Section 110)

CA/2009
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CL - CHILE

National Industrial Property Institute
Moneda 975, Piso 15

Santiago Centro

Santiago

Telephone: (562) 887 05 50, 887 05 51

E-mail: inapi@inapi.cl
Internet: http://www.inapi.cl

1. Requirements for Deposit

No provision
2. Time of Deposit
No provision
3. Duration of Storage
No provision
4. Conditions for the Furnishing of Samples
No provision

CL/2011
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CN - CHINA
State Intellectual Property Office of the People’ s Republic of China
6 Xituchenglu
Haidian District

100088 Beijing

Mailing address:
P.O. Box 8020
100088 Beijing

Telephone: (86-10) 62 08 32 68

Telefax: (86-10) 62 01 96 15
Internet: http://www.sipo.gov.cn

1. Requirementsfor Deposit

Where an invention for which a patent is applied for concerns a new biological material
which is not available to the public and which cannot be described in the application in such a
manner as to enable the invention to be carried out by a person skilled in the art, the applicant
shall deposit a sample of the biological material with a depositary institution designed by the
Patent Administration Department under the State Council.

The applicant shall give, in the application document, relevant information of the
characteristics of the biological material.

Where the application relates to the deposit of the biological material, the applicant shall
indicate in the request and in the description the scientific name (with its Latin name) and the
title and address of the depositary institution, the date on which the sample of the biological
material was deposited and the accession number of the deposit; where, at the time of filing,
they are not indicated, they shall be supplied within four months from the date of filing;
where after the expiration of the time limit they are not supplied, the sample of the biological
material shall be deemed not to have been deposited.

(Implementing Regulations of the Patent Law of 2001, Rule 25)

2. Time of Deposit

The deposit of a sample of the biological material with a depositary institution
designated by the Patent Administration Department under the State Council shall be made
before, or, at the latest, on the date of filing (or the priority date where priority is claimed).
The applicant shall submit, at the time of filing, or at the latest, within four months from the
filing date, areceipt of deposit and the viability proof from the depositary institution. Where
the said information is not submitted within the specified time limit, the sample of the
biological material shall be deemed not to have been deposited.

(Implementing Regulations of the Patent Law, Rule 25(1))

CN/2006
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3. Duration of Storage

The microorganism shall be stored for a period of at least 30 years from the date of
deposit.

(Regulations on the Deposit of the Biological Materia for the Purposes of Patent Procedure,
Section 7; the Budapest Treaty, Rule 9(1))

4. Conditions for the Furnishing of Samples

Where the application for a patent for invention has deposited a sample of the biological
material in accordance with the provision of Rule 25 of the Implementing Regulations, and
after the application for patent for invention is published, any entity or individual that intends
to make use of the biological material to which the application relates, for the purpose of
experiment, shall make a request to the Patent Administration Department under the State
Council, containing the following items:

1. thenameand address of the requesting person;
2. anundertaking not to make the biological material available to any other person;

3. anundertaking to use the biological materia for experimental purpose only before
the grant of the patent right.

(Implementing Regulations, Rule 26)

CN/2006
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CR-COSTARICA

Registry of Industrial Property
Ministry of Justice

Apartado postal 199

2010 Zapote

San Jose

Telephone: (506) 2234 1537

Telefax: (506) 2234 1537

E-mail: lalvarez@rnp.go.cr, kquesada@rnp.go.cr
Internet: http://www.rnp.go.cr

1. Requirements for Deposit

No provision.
2. Time of Deposit
No provision.
3. Duration of Storage
No provision.
4. Conditions for the Furnishing of Samples
No provision.

CR/2010
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HR — CROATIA

Croatian Intellectual Property Office
Ulica grada Vukovara 78
10000 Zagreb

Telephone: (385-1) 610 61 00
Telefax: (385-1) 611 20 17
E-mail: info@dziv.hr
Internet: http://www.dziv.hr

1. Requirements for Deposit

(Patent Act and Patent Regulations Provisions (totally harmonized with Budapest
Treaty))

2. Time of Deposit

(Patent Act and Patent Regulations Provisions (totally harmonized with Budapest
Treaty))

3. Duration of Storage

(Patent Act and Patent Regulations Provisions (totally harmonized with Budapest
Treaty))

4. Conditions for the Furnishing of Samples

(Patent Act and Patent Regulations Provisions (totally harmonized with Budapest
Treaty))
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CU - CUBA

Cuban Industrial Property Office

Cadlle PicotaNo. 15 entre Luz y Acosta
LaHabanaViga

La Habana 10100

Telephone: (537) 861 01 85, 862 97 71, 862 43 79, 861 36 02, 862 43 95
Telefax: (537) 833 56 10

Telex: 511290 acp cu

E-mail: ocpi@ocpi.cu

Internet: http://www.ocpi.cu

1. Requirementsfor Deposit

Patent applications involving a microorganism must be accompanied by a document
proving the deposit of the microorganism.

(Methodology for the Elaboration of Application Documents for the Protection of Inventions)

2. Time of Deposit

At the time of filing the patent application or three months thereafter.

(Methodology for the Elaboration of Application Documents for the Protection of Inventions)

3. Duration of Storage

No provision.

4. Conditions for the Furnishing of Samples

No provision.
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CZ - CZECH REPUBLIC

Industrial Property Office
Antonina Cerméka 2a
160 68 Praha 6

Telephone: (420) 220 383 111
Telefax: (420) 224 324 718
E-mail: posta@upv.cz
Internet: http://www.upv.cz

1. Requirementsfor Deposit

The invention must be disclosed in the application for an invention in a manner
sufficiently clear and complete for it to be carried out by a person skilled in the art. Where
the invention concerns an industrial microorganism for the purposes of production, the
microorganism must be kept in a public collection as from the date on which the applicant’s
priority right begins.

(Law No. 527/1990 Coll. on Inventions and Rationalization Proposals, as amended,
Section 26(2); Law No. 206/2000 Coll. on the Protection of Biotechnological Inventions,
Section 5(1))

In accordance with the practice, the applicant must attach to the patent application proof
that the microorganism has been deposited.

2. Time of Deposit

The deposit of the microorganism must be made not later than the date of filing of the
patent application (see 1, above).

3. Duration of Storage

No provision.

4. Conditions for the Furnishing of Samples

(i) Timeof Availability of Samples

A deposited biological material becomes available from the date on which the patent
application is made available to the public.

(Law No. 206/2000 Coall. on the Protection of Biotechnological Inventions, Section 5(2))
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(i)  Restrictions Concerning the Furnishing of Samples

The applicant may request that a sample of the deposited biological materia shall only
be available to an independent expert. This restriction shall be notified to the Industria
Property Office (“Office”) at the latest on the date on which the preparations for publishing
the patent application have been completed. The Office will publish such alimitation of
access to the deposited biological material together with patent application in the Bulletin of

the Office.

(Law No. 206/2000 Call. on the Protection of Biotechnological Inventions, Section 5(5))
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KP-DEMOCRATIC PEOPLE’'SREPUBLIC OF KOREA

Invention Office of the Democratic People’s Republic of Korea
Kinmaul 1 dong

Pipha Street

Moranbong District

Pyongyang

Telephone: (850-2) 381 60 25

Telefax: (850-2) 381 44 10, 381 44 16, 381 44 27, 381 21 00
Telex: 5972 TECH KP

E-mail: kpipo@co.chesin.com

1. Requirementsfor Deposit

No provision.
2. Time of Deposit
No provision.
3. Duration of Storage
No provision.
4. Conditions for the Furnishing of Samples
No provision.
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DK - DENMARK

Danish Patent and Trademark Office
Helgeshgj Allé 81
2630 Taastrup

Telephone: (45-43) 50 80 00
Telefax: (45-43) 50 80 01
E-mail: pvs@dkpto.dk
Internet: http://www.dkpto.dk

1. Requirements for Deposit

A sample of biological material must be deposited if the carrying out of the invention
involves the use of biological material which is neither available to the public nor describable
in the documents of the patent application in such a manner as to enable a person skilled in
the art to carry out the invention.

(Consolidated Patents Act of 2009, Section 8a (1))

2. Time of Deposit

A sample of biological material shall be deposited not later than on the date of filing of
the patent application.

(Consolidated Patents Act, Section 8a (1))

3. Duration of Storage

4. Conditions for the Furnishing of Samples

(i)  Time of Availability of Samples

A sample of biological material becomes available from the date on which the
application is made available to the public.

(Consolidated Patents Act, Section 22 (6))
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(if)  Restrictions Concerning the Furnishing of Samples

The applicant may request that, until a patent has been granted, the furnishing of a
sample shall only be affected to an expert in the art. 1f an application is refused, withdrawn or
deemed to be withdrawn, the applicant may request that a sample of the deposited material
shall only be furnished to an expert in the art for 20 years from the date on which the patent
application was filed.

(Consolidated Patents Act, Section 22 (7))

The request for the furnishing of a sample shall be filed with the Patent Authority and
shall contain a declaration to observe the restrictions on the use of the sample which appear
from rules laid down by the Minister for Economic and Business Affairs. If the sample is to
be furnished to an expert in the art, the declaration shall instead be given by the latter.

(Consolidated Patents Act, Section 22 (8))
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DO - DOMINICAN REPUBLIC

National Office of Industrial Property

State Secretariat for Industry and Commerce
Avenida Los Prdceres No. 11

Jardines del Norte

Santo Domingo

Telephone: (809) 567 74 74

Telefax: (809) 732 77 58

E-mail: e.ramirez@onapi.gob.do
Internet: http://www.seic.gov.do/onapi

1. Requirements for Deposit

No provision.
2. Time of Deposit
No provision.
3. Duration of Storage
No provision.
4. Conditions for the Furnishing of Samples
No provision.
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SV - EL SALVADOR

Directorate of Intellectual Property

National Center of Registries (CNR)

Madulo 2

12 Calle Poniente y 43 Avenida Norte N° 2310
Colonia Flor Blanca

San Salvador

Telephone: (503) 2261 86 08; 2261 84 64; 2261 86 57
Telefax: (503) 2260 77 48; 2261 08 13

E-mail: propiedad.intelectual@cnr.gob.sv

Internet: http://www.cnr.gob.sv

1. Requirements for Deposit

No provision.
2. Time of Deposit
No provision.
3. Duration of Storage
No provision.
4, Conditions for the Furnishing of Samples
No provision.
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EE - ESTONIA

Estonian Patent Office
Toompuiestee 7
0100 Talinn

Telephone: (372) 6 277 900
Telefax: (372) 6451342
E-mail: patendiamet@epa.ee
Internet: http://www.epa.ee

1. Requirementsfor Deposit

If the subject of the invention is abiological material, including microorganism, or the
invention requires the use of abiological material and if the said biological material is not
available to the public and it cannot be described in the description of the invention in a
manner which would enable a person skilled in the art to carry out the invention, the applicant
must submit the document proving the deposit of the biological material.

(Patent Law of 1994, as amended to 2005, Article 19(2)(3))

2. Time of Deposit

A biological material must be deposited with an international depositary authority not
later than the filing date of the patent application. The document proving the deposit of the
biological material must be filed together with the patent application.

(Patent Law, ibid)

3. Duration of Storage

No provision.

4. Conditions for the Furnishing of Samples

No provision.
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FI — FINLAND

National Board of Patents and Registration of Finland
Arkadiankatu 6A
Helsinki

Mailing address:
P.O. Box 1160
00101 Helsinki

Telephone: (358-9) 6939 500
Telefax: (358-9) 6939 5328
E-mail: registry@prh.fi
Internet: http://www.prh.fi

1. Requirements for Deposit

A sample of biological material shall be deposited if the carrying out of the invention
involves the use of a biological material which neither is available to the public nor
describable in the patent application in such a manner as to enable a person skilled in the art
to carry out the invention.

(Patents Act of 1967, Section 8a)

The deposit shall be made with an international depositary authority under the Budapest
Treaty or with another depositary authority recognized by the European Patent Office.

(Patents Decree of 1980, Section 17(a))

Within 16 months from the filing date of the patent application or, where priority is
claimed, of the date of the claimed priority, the applicant shall inform the National Board of
Patents and Registration in writing of the name of the depositary authority, and the access
code given to the deposit. In case of a PCT application, this information may be filed by the
applicant with the International Bureau of WIPO.

In case the applicant makes a request that the application documents be made available
to the public earlier than 18 months from the date of filing or, if priority is claimed, from the
priority date, the above-mentioned information shall be submitted, at the latest, together with
the request for publication.

(Patents Decree of 1980, Section 17(b))

2. Time of Deposit

The deposit of the biological material shall be made no later than on the date the patent
application was filed.

(Patents Act of 1967, Section 8(a))
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3. Duration of Storage

The deposit shall be made in accordance with the Budapest Treaty (Patents Decree of
1980, Section 17(a)). Therefore, the duration of the storage of the biological material is the
same as in Rule 9 of the Budapest Treaty.

4. Conditions for the Furnishing of Samples

(i)  Time of Availability of Samples

Samples become available when the patent application is laid open to the public, that is
to say, 18 months from the filing date or, if priority is claimed, from the priority date, except
when the applicant requests an earlier disclosure of his application.

If the applicant so requests, samples of the deposited biological material are furnished
only to an expert, until a patent has been granted or during a period of 20 years from the filing
date of the application if a final decision not resulting in the grant of a patent has been taken
on the application. Such a request shall be made within 16 months of the filing date of the
application or, where priority is claimed, of the claimed priority date. In case of a PCT
application the request may be filed by the applicant with the International Bureau of WIPO.

(Patents Act of 1967, Section 22; Patents Decree of 1980, Section 25(b))

(i)  Restrictions Concerning the Furnishing of Samples

The applicant may request that samples of the deposited biological material shall only
be available to a special expert, until a patent has been granted or during a period of 20 years
from the filing date of the application if a final decision not resulting in the grant of a patent
has been taken on the application. An expert is a person who has declared himself willing to
act as an expert according to the Finnish Patents Act and whose name is included in a list of
experts published by the National Board of Patents and Registration. The expert can also be
any person approved by the applicant in the individual case.

(Patents Act of 1967, Section 22; Patents Decree of 1980, Section 25(b))

The request for the furnishing of a sample shall be filed in writing with the National
Board of Patents and Registration and shall contain a declaration of compliance with the
following restrictions on the use of the sample:

A person wishing to obtain a sample shall give an undertaking to the applicant or the
proprietor of the patent to the effect that no sample containing the deposited biological
material or any material obtained from it will be used for other than experimental purposes
and that no sample containing the deposited biological material or any material obtained from
it will be made available to anyone else before a final decision has been given on the
application or, if a patent has been granted, before the patent has expired.

If a sample may be issued only to a special expert, the request for the sample shall state

the person to be called upon as an expert. The request shall be accompanied by a written
undertaking from the expert to the applicant to the effect that the sample will not be used for

F1/2011
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other than experimental purposes and will not be made available to anyone else before a
patent granted on the invention has expired or before 20 years have lapsed from the filing date
of the application if a final decision not resulting in the grant of a patent has been taken on the
application.

The same undertaking as is prescribed with respect to a sample shall also be given with
respect to biological material derived from the sample which has retained those characteristics
of the deposited biological material that are essential for carrying out the invention.

The undertaking shall be attached to the request.

(Patents Decree of 1980, Section 25(a), Section 25(b))

F1/2011



FR —FRANCE

National Institute of Industrial Property
26bis, rue de Saint Pétersbourg
75800 Paris Cedex 08

Telephone: (33) 153 04 53 04

Telefax: (33) 153 04 52 65
Website: http://www.inpi.fr

1. Requirementsfor Deposit

Where an invention using biological matter which is not available to the public cannot
be described in such away asto alow aperson skilled in the art to carry out the invention, its
description shall be considered inadequate unless the biological matter has been deposited
with an authorized body.

(Article L.612-5 of the Intellectual Property Code, as amended by the Law of December 8,
2004)

The description must specify:

1. theinformation available to the applicant on the characteristics of the
microorganism;

2. theauthorized body with which a sample of the culture has been deposited, and
the number of the deposit.

The information specified in subparagraph 2 of the previous paragraph may be
furnished either within 16 months from the filing date or the earliest date of the patent
application or, if apriority is clamed, from the date of priority; or when the applicant requests
publication of hisor her application, if this request is submitted before the expiry of this
period.

(Article R. 612-14 of the Intellectual Property Code)

2. Time of Deposit

The culture must be deposited not |ater than the date of filing the patent application.

(Article R. 612-14 of the Intellectua Property Code)

FR/2009



3. Duration of Storage

The duration of storage of deposited microorganisms is a minimum of 30 years.

4. Conditions for the Furnishing of Samples

(1) Time of Availability of Samples

Any person may ask to have access to a deposited microorganism, either as from the
day of publication of the patent application (which takes place 18 months from the filing date
or, if apriority is claimed, from the date of priority), or before that date if a copy of the patent
application has been conveyed to him or her.

(Decree of 1995, Article R. 612-42)

(i) Restrictions Concerning the Furnishing of Samples

The request must be filed in writing with the National Institute of Industrial Property. It
must contain the name and address of the requesting party and an undertaking on his part:

(8 not to communicate the culture or a culture derived therefrom to any person
unless the patent application has been refused or withdrawn or the patent has ceased to
produce its effects,

(b) to usethe culture or a culture derived therefrom solely for experimental purposes,
except where the patent application has been refused or withdrawn, or where the fact of grant
has been published. Such an undertaking, however, will not prevent the use of the sample by
virtue of acompulsory or ex officio license.

The applicant for the patent may indicate, by a written declaration made before the
completion of the technical preparations for the publication of the patent application that, until
the publication of the grant of the patent or the withdrawal or refusal of the application, the
deposited culture shall only be accessible to an expert designated by the applicant.

The conditions of accessing the culture and the undertaking by the expert are those
mentioned above for the requesting party.

(ArticlesR. 612-42 and 612-43 of the Intellectual Property Code)
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GE - GEORGIA

National Intellectual Property Center
31, Nino Ramishvili Str.
0179 Thilisi

Telephone: (995-32) 25 25 33
Telefax: (995-32) 98 84 26

E-mail: sakpatenti@wanex.net
Internet: http://www.sakpatenti.org.ge

1. Requirements for Deposit

If the microorganism is given in the patent application, but it cannot be described in the
application completely as to enable the skilled person to realize it or it is not commonly
available, it should be deposited with an international depositary authority and the document
on it is to be enclosed to materials of the application.

2. Time of Deposit

The microorganism must be deposited with an international depositary authority before
the date of a priority of the application.

3. Duration of Storage

Deposited with an international depositary authority the microorganism should be
stored there during the term of validity of the patent.

4. Conditions for the Furnishing of Samples

Samples of the microorganism deposited with an international depositary authority
should be available to any requesting party during the term of validity of the patent.
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DE - GERMANY

German Patent and Trade Mark Office
Zweibriickenstrasse 12
80331 Munich

Mailing address:
80297 Munich

Telephone: (49-89) 21950
Telefax: (49-89) 21 9522 21
E-mail: info@dpma.de
Internet: http://www.dpma.de

1. Requirements for Deposit

The requirements of a valid deposit in Germany are set forth in the Ordinance on the
deposit of biological material in patent and utility model procedures (Verordnung tber die
Hinterlegung von biologischem Material in Patent- und Gebrauchsmusterverfahren-
Biomaterial- Hinterlegungsverordnung- BioMatHintV), published in the Federal Law Gazette
(Bundesgesetzblatt- BGBI) Part | No. 6 of 28 January 2005 and in the official gazette Blatt fur
Patent-, Muster- und Zeichenwesen (BIPMZ) 2005, p. 102, and set forth in the Budapest
Treaty on the International Recognition of the Deposit of Microorganisms for the Purposes of
Patent Procedure, signed at Budapest on 28 April 1977, and the Regulations under the
Budapest Treaty (German version: BIPMZ 1981, pp. 53, 59 and 237).

Under Sec. 1(1), BioMatHintV, the description required under Sec. 34(3) No. 4, Patent
Law, will be deemed sufficient for granting patent protection for biological material or the use
of biological material if, in addition to the description, the biological material has been
deposited with a recognized depositary institution. Consequently, a deposit is to be
considered if the invention cannot be described in such a manner as to enable a person skilled
in the art to carry out the invention (Sec. 34(8) 1 sentence, Patent Law). The deposit may
ensure that the requirement of disclosure of the invention under Sec. 34(4), Patent Law, is
met.

The applicant has a choice of two ways of depositing biological material: the first
option is a deposit under the Budapest Treaty and the Regulations with a recognized
international depositary authority (Secs. 8,1, BioMatHintV).

Alternatively, the sample can be deposited outside the Budapest Treaty with a
“recognized scientific institution” under Sec. 2, BioMatHintV. This scientific institution must
guarantee that samples will be duly stored and furnished in accordance with the Ordinance on
the deposit of biological material (Biomaterial- Hinterlegungsverordnung). The institution
must be legally, economically and organisationally independent of the applicant and the
depositor. International depositary authorities recognized under the Budapest Treaty and the
Regulations meet these requirements.
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2. Time of Deposit

The biological material must be deposited with a recognized depositary institution not
later than the date of filing or, if a priority has been claimed, the priority date (Sec. 1(1) No. 1,
BioMatHintV).

If the biological material has previously been deposited by a third party with a
recognized depositary institution and is available to profession circles, and if it is ensured that
it can be used for the duration of the prescribed storage period (cf. item 3), another deposit is
not required (Sec. 1(3), BioMatHintV).

3. Duration of Storage

Where a deposit is made under the Budapest Treaty, the minimum storage period is
five years after the most recent request for furnishing a sample of the deposited biological
material was received by the depositary authority and, in any case, 30 years from the date of
deposit (Rule 9.1, Regulations under the Budapest Treaty).

Where a deposit is made outside the Budapest Treaty, the deposited biological
material must be stored for a period of five years from the receipt of the most recent request
for furnishing a sample of the deposited biological material and, in any case, for at least
another five years after expiry of the maximum statutory term of protection of all IP rights
referring to the deposited biological material (Sec. 7, BioMatHintV).

4. Conditions for the Furnishing of Samples

(i)  Time of Availability of Samples

Where a deposit is made under the Budapest Treaty, samples of deposited biological
material shall be available from the date of publication under the conditions provided for in
Rule 11 of the Regulations under the Budapest Treaty. It is not necessary to issue a specific
declaration of release. However, the depositor must undertake not to take back the material
during the fixed storage period.

Where a deposit is made outside the Budapest Treaty, the applicant must issue an
irrevocable declaration of release (Sec. 4, BioMatHintV) making the deposited biological
material available without reservation to the depositary institution from the date of filing until
the end of the period of storage for the purpose of issuing samples in accordance with Sec. 5,
BioMatHintV. In case of a third party deposit, the applicant must furnish documentary
evidence that the deposited biological material has been made available accordingly by the
depositor (Sec. 4(1) 2" sentence, BioMatHintV).
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(if)  Restrictions Concerning the Furnishing of Samples

Where a deposit is made outside the Budapest Treaty, samples of the material will be
furnished only to the depositor himself or to the German Patent and Trade Mark Office prior
to the date of advertisement of the mention of the publication of the application (Sec. 32(5)
Patent Law) concerning the patent whose subject matter involves the deposited biological
material. During this period, third parties will receive a sample of the deposited biological
material only by decision of the German Patent and Trade Mark Office granting file
inspection under Sec. 31(1), 1* sentence, Patent Law, or by court decision (Sec. 5(1), No. 1c,
BioMatHintV).

The deposited biological material shall be available upon request to any person from the
date of advertisement of the mention of the publication of the application until the grant of the
patent (Sec. 5(1), No. 2, BioMatHintV). For this period, however, the depositor may request
that a sample of the deposited biological material be furnished exclusively to an independent
expert, nominated by the requester (Sec. 5(1), No. 2, 2" half-sentence, BioMatHintV). In
case of this so-called *“expert option”, the sample will be furnished to the nominated expert
alone (Sec. 5(1), No. 2, 2" half-sentence, BioMatHintV).

After the patent grant, samples of the deposited material will be furnished upon request
to any person (Sec. 5(1), No. 3, BioMatHintV).

For gaining access to the deposited biological material, the requester must enter into an
undertaking vis-a-vis the applicant, and in case of a third party deposit also vis-a-vis the
depositor, not to make samples of the deposited biological material or a material derived from
it available to third parties for the duration of validity of any IP right referring to the deposited
biological material. He must also undertake to use the deposited biological material or a
material derived from it for experimental purposes only (Sec. 6(1) Nos. 1 and 2,
BioMatHintV).

The German language leaflet “Merkblatt fir die Hinterlegung von biologischem Material fiir
die Zwecke von Patent- und Gebrauchsmusterverfahren”, available at
http://www.dpma.de/docs/service/formulare/patent/x1200.pdf, contains more information on
this topic.
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GR - GREECE

Industrial Property Organization (OBI)
5, Pantanassis St.

Paradissos Amaroussiou

15125 Athens

Telephone: (30-210) 618 35 48, 618 35 08
Telefax: (30-210) 681 92 31

E-mail: info@obi.gr

Internet: http://www.obi.gr

1. Reguirements for Deposit

No provision.
2. Time of Deposit
No provision.
3. Duration of Storage
No provision.
4, Conditions for the Furnishing of Samples
No provision.
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GT - GUATEMALA

Registry of Intellectual Property
Ministry of Economic Affairs

7a avenida 7-61, Zona 4, Primer Nivel
Ciudad Guatemala C.A. 01004

Telephone: (502) 2324 7070
Telefax: (502) 23 32 01 16
E-mail: repiweb@rpi.gob.gt
Internet: www.rpi.gob.gt

1. Requirements for Deposit

No provision.
2. Time of Deposit
No provision.
3. Duration of Storage
No provision.
4, Conditions for the Furnishing of Samples
No provision.
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HN - HONDURAS

Secretary for Industry and Commerce
Directorate General of Intellectual Property
Planta Baja - Edificio Fenaduanah
Boulevard Kuwait

Tegucigapa

Telephone: (504) 235 4088
Telefax: (504) 235 3685

1. Reguirements for Deposit

No provision.
2. Time of Deposit
No provision.
3. Duration of Storage
No provision.
4, Conditions for the Furnishing of Samples
No provision.
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HU - HUNGARY

Hungarian Intellectual Property Office (HIPO)
Garibaldi-u. 2
1054 Budapest

Mailing address:
P.O. Box 552
1374 Budapest

Telephone: (36-1) 312 44 00
Telefax: (36-1) 331 2596
E-mail: sztnh@hipo.gov.hu
Internet: http://www.hipo.gov.hu

1. Requirements for Deposit

If an invention involving the use of or concerning biological material which is not
available to the public cannot be disclosed in the patent application as required in
Article 60(1) of Act XXXIII of 1995 on the Protection of Inventions by Patents (herein
after referred to as: Patents Act), it must be proved that the biological material has been
deposited no later than the date of filing of the patent application under the Budapest
Treaty on the International Recognition of the Deposit of Microorganisms for the
Purposes of Patent Procedure.

(Article 63(1) Patents Act)

2. Time of Deposit

The biological material shall be deposited no later that the date of filing of the
patent application.

The proof that the biological material has been deposited shall be submitted
within a period of 16 months after the date of the earliest priority.

(Article 63(1) and 63(3) Patents Act)

3. Duration of Storage

The National Collection of Agricultural and Industrial Microorganisms stores
biological material for a period of at least five years after the most recent for the
furnishing of a sample of the deposited biological material was received by the said
authority and, in any case, for a period of at least 30 years after the date of the deposit.

(Article 5 of the Government Decree 61/2006 (I11. 23) in conjunction with Rule 9.1 of
the Regulations under the Budapest Treaty)
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4. Conditions for the Furnishing of Samples

(i)  Time of Availability of Samples

Access to the deposited biological material shall be provided through the supply
of a sample:

1.  up to the publication of the patent application, to those persons who are
authorized to inspect the files under the provisions of Article 53(1) Patents
Act;

2. between the publication of the application and the granting of the patent, to
anyone requesting it or, if the applicant so requests, only to an independent
expert;

3. after the patent has been granted, and notwithstanding revocation or
cancellation thereof, to anyone requesting it.

(Article 63(4) Patents Act)

(if)  Restrictions Concerning the Furnishing of Samples

The person to whom a sample has been supplied may not make the sample or any
material derived from it available to third party before the termination of the patent
granting procedure or before the lapse of the definitive patent protection and, with the
exception of a holder of a compulsory license, he may use the sample or any material
derived from it only for experimental purposes, unless the applicant or the patentee
expressly waives the prescription of such obligation. A material is deemed to be
derived if it has those characteristics of the deposited biological material, which are
essential to carry out the invention.

(Article 63(5) Patents Act)

HU/2011



-1-

IS-1CELAND

Icelandic Patent Office
Engjateigi 3

150 Reykjavik

Telephone: (354) 580 94 00

E-mail: postur@patent.is
Internet: http://www.patent.is

1. Reguirements for Deposit

If it is necessary for the invention to use biological material which is neither
available to the public nor can be described in the application in such a manner that,
based on the application, a person skilled in the art would be able to execute the
invention, a sample of the biological materia must be deposited with an institution
which is an internationally recognized depository under the Budapest Treaty or with
other depositories recognized by the European Patent Office.

(Patents Act, 1991, as amended in 2004, Section 8(6), and Regulation concerning patent
applications, etc., 1991, Section 174)

2. Time of Deposit

A sample of the biological material must be deposited not later than the filing date
of the application.

(Patents Act, Section 8(6))

If an applicant has deposited a sample of biological material, he shall, within
16 months from the date of filing or if priority is claimed, from the priority date, inform
the Patent Authority in writing of the name of the institution where the deposit has been
made and which deposit number the institution has alotted the sample. In the case of
international applications, the World Intellectua Property Organization shall be
provided with the same information within the same time limit.

If, prior to the expiry of the time limit of 16 months, the applicant requests that
documents relating to the application be made available to the public earlier than is
prescribed in paragraphs 1 and 2, Article 22 of the Patents Act, he shall provide the
information concerning the deposit of the biological materia at the latest at the same
time that the request is made. If, prior to the expiry of the time limit of 16 months, a
person making an international application requests early publication of the application
under Article 21(2b) of the Patent Cooperation Treaty, he shall provide the World
Intellectual Property Organization with the said information at the latest at the same
time that the request is made.
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If adeposited sample of biological material has been transferred from one
international depository to another, in accordance with paragraph 1, rule 5 of the
Budapest Treaty, the applicant shall, as soon as possible and once he has received a
receipt for the transfer of the sample, inform the Patent Authority of the transfer and of
the new number allotted to the sample.

The Patent Authority may require from the applicant a copy of the receipt which
the depository has issued regarding the deposit of the sample.

(Regulation, Section 17b)

3. Duration of Storage

A sample of the biological materia shall remain constantly on deposit.

(Patents Act, Section 8(6))

4. Conditions for the Furnishing of Samples

A request for furnishing of a sample of a deposited biological material under
paragraph 8, Article 22 of the Patents Act shall be drawn up in accordance with Rule 11
of the Regulations under the Budapest Treaty.

If arequest is made, cf. paragraph 1, before afinal decision has been made on the
application to which the deposited sample relates, the person requesting the sample shall
undertake to use the sample solely for resarch until afinal decision has been made on
the application. The aforesaid person shall also undertake not to allow any other person
access to the sample before afina decision has been taken on the application or, if a
patent is granted, not before that patent has ceased to have effect.

If the request referred to under paragraph 1 is made for a sample of a deposited
biological material which relatesto a patent, the person who makes the request shall
undertake vis-a-vis the proprietor of the patent to allow no one else access to the sample
until the patent ceases to have effect.

The person requesting the sample shall make the same undertakings in regard to
cultures which are derived from the samples and which still exhibit those characteristics
important for the use of the invention.

A request shall be accompanied by awritten declaration that the person requesting
the samples undertakes to fulfill the obligations referred to above.

(Regulation, Section 25a)
A request under paragraph 7, Article 22 of the Patents Act to the effect that
samples shall be furnished only to expertsin the art, shall be submitted to the Patent

Authority no later than the date on which the application is made available to the public
under Article 22 of the Act.
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The Patent Authority shall maintain alist of those individuals who, in the opinion
of the Patent Authority, are expertsin the art and who have expressed themselves
willing to receive samples. The names of individuals entered on the list shall be
advertised.

If asample may only be furnished to an expert in the art, the request shall state the
name of the expert who is to undertake the commission. The request shall be
accompanied by a statement from the expert in which he accepts his obligations
vis-avisthe applicant. In such cases the person who makes the request is not required
to make a declaration himself.

Any person entered on the list or any person approved by the applicant in the
particular case may be used as an expert.

(Regulation, Section 25b)

If arequest for a sample has been made, and there is nothing to prevent it being
granted, the Patent Authority shall issue a certificate to that effect. The Patent Authority
shall send the request and the certificate for furnishing of the sample to the institution
where the biological material is deposited. At the same time the Patent Authority shall
send the applicant or the proprietor of the patent copies of the request and the certificate.

If, in the opinion of the Patent Authority, the certificate cannot be issued, the
Patent Authority shall notify the person who has requested the sample of thisfact. The
said person may appeal this decision to the Committee of Appea within two months
from notification by the Patent Authority. Rulings on this subject given by the
Committee of Appeal shall not be appeal ed before the courts.

(Regulation, Section 25d)
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IN — INDIA

Intellectual Property Office
CP-2, Sector-V

Salt Lake City

Kolkata 700 091

Telephone: (91-33) 23 67 19 43, 23 67 19 44, 23 67 19 45, 23 67 13 53, 23 67 19 87,
23 67 5092, 23 67 50 93

Telefax: (91-33) 23 67 19 88, 23 67 13 53

E-mail: kolkata-patent@nic.in

Internet: http://www.ipindia.nic.in

1. Requirements for Deposit

It is obligatory.

2. Time of Deposit

Not later than the date of filing the application in India.

3. Duration of Storage

No provision.

4. Conditions for the Furnishing of Samples

Access to the samples should be available only after the date of application for patent in
India or if a priority is claimed after the date of priority.
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IE — IRELAND

Patents Office
Government Buildings
Hebron Road
Kilkenny

Telephone: (353-56) 772 01 11
Telefax: (353-56) 772 01 00

E-mail: patlib@patentsoffice.ie
Internet: http://www.patentsoffice.ie

1. Requirements for Deposit

No provision.
2. Time of Deposit
No provision.
3. Duration of Storage
No provision.
4, Conditions for the Furnishing of Samples
No provision.
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IL - ISRAEL

Israel Patent Office
Technology Park
Building 5, Malcha
Jerusalem 96951

Mailing address:
P.O. Box 53420
Jerusalem 91533

Telephone: (972-2) 565 1705, 565 1685
Telefax: (972-2) 565 1641

E-mail: michaelb@justice.gov.il
Internet: http://www.patents.gov.il

1. Requirements for Deposit

No provision.
2. Time of Deposit
No provision.
3. Duration of Storage
No provision.
4. Conditions for the Furnishing of Samples
No provision.
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IT- ITALY

Italian Patent and Trademark Office
19, viaMolise
00187 Roma

Telephone: (39-06) 47 05 30 32, 47 05 30 43

Telefax: (39-06) 47 0530 32, 47 05 30 35
Telex: 62050 UCB |

1. Reguirements for Deposit

If an invention concerns a microbiological process or the product thereof, involves
use of a microorganism which is not available to the public and which cannot be
disclosed in such a manner as to enable a person skilled in the art to carry out the
invention, a culture of the microorganism must be deposited with a depositary authority
for such cultures.

(Royal Decree No. 1127 of 1939, Provisions on Patents for Industrial Inventions, as
amended, to 1994, Section 28)

Furthermore, the application as filed should contain the relevant information
available to the applicant on the characteristics of the microorganism.

The application should indicate the authorized depositary authority with which the
culture of the microorganism has been deposited, as well as the number and the date of
the said deposit. Such information may be submitted within two months from the date
of filing the patent application.

(Royal Decree No. 244 of 1940, Regulations on Patents for Industrial Inventions, as
amended to 1979, Rule 5bis(1))

2. Time of Deposit

The deposit must be made not later than the date of filing the patent application.

(Regulations, Rule 5his(1))

3. Duration of Storage

No provision.
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4. Conditions for the Furnishing of Samples

() Time of Availability of Samples

A sample of a deposited microorganism becomes available as from the date on
which the patent application is open to public inspection (normally, 18 months after the
filing date).

(Regulations, Rule 5bis)

(i) Restrictions Concerning the Furnishing of Samples

The requesting party should undertake vis-a-vis the applicant or the proprietor of
the patent not to make the culture available to any third party and also undertake that the
culture will only be used through a named qualified expert for experimental purposes
only until the date on which the patent application is rejected or withdrawn or the patent
has finally expired or been declared null and void and can no longer be restored in favor
of the applicant or the proprietor of the patent. The designated expert is equally
responsible for any abuse by the requesting party.

(Regulations, Rule 5his)
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JP — JAPAN

Japan Patent Office
Tokkyocho

4-3 Kasumigaseki 3-Chome
Chiyoda-ku

Tokyo 100-8915

Telephone: (81-3) 3592 1308

Telefax: (81-3) 3581 06 59, 35 01 06 59
Internet: http://www.jpo.go.jp

1. Requirements for Deposit

If an invention involves or uses a microorganism which is not available to the
public, a culture of the microorganism must be deposited with an official depositary
authority designated by the Commissioner of the Japan Patent Office or with an
international depositary authority under the Budapest Treaty. The International Patent
Organism Depositary (IPOD), attached to the National Institute of Advanced Industrial
Science and Technology (AIST), and NITE Patent Microorganisms Depositary
(NPMD), attached to the National Institute of Technology and Evaluation (NITE), are
designated as official depositary authorities.

(Regulations under the Patent Law, Rule 27bis)

2. Time of Deposit

A person desiring to file a patent application for an invention involving or using a
microorganism shall attach to the request a copy of the latest receipt referred to in
Rule 7 of the Regulations under the Budapest Treaty on the International Recognition of
the Deposit of Microorganisms for the Purposes of Patent Procedure (hereinafter
referred to as “Treaty”) for the deposit of the microorganism issued by the international
depositary authority defined in Article 2(viii) of the Treaty, or a document certifying the
fact that the microorganism has been deposited with an institution designated by the
Commissioner of the Patent Office, except where the microorganism is readily available
to a person skilled in the art to which the invention pertains.

(Regulations under the Patent Law, Rule 27bis)
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3. Duration of Storage

Under the patent practice of Japan, with regard to national deposits, a deposited
microorganism is to be kept in storage until the expiration of the relevant patent,
whereas, with regard to international deposits, the duration of storage of
microorganisms is at least 30 years.

4. Conditions for the Furnishing of Samples

(i)  Time of Availability of Samples

A sample of a deposited microorganism becomes available as from the date of
publication of the Patent Gazette (granted patent).

A sample is available, however, even before the date of the said publication,
provided that the requesting party is either:

(@) aperson who has received a written warning asking him to pay
compensation for having commercially worked the invention involving or using the
microorganism in question; or

(b) an applicant who has received notice of refusal from the Patent Office, in
which case the applicant must reply to such notice.

(Regulations under the Patent Law, Rule 27ter)

(if)  Restrictions Concerning the Furnishing of Samples

The furnishing of samples of deposited microorganisms is restricted to the cases
where the samples are used for experiments or research purposes. The released sample
may not be transferred to third parties.

(Regulations under the Patent Law, Rule 27ter)
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JO - JORDAN

Industrial Property Protection Directorate
Ministry of Industry and Trade

El-Difah ElI Madani Street

P.O. Box 2019

11181 Amman

Telephone: (962 6) 562 90 30
Telefax: (962 6) 568 23 31

1. Requirements for Deposit

The patent owner shall file complete particulars on the applications on the same patent
subject matter which he filed in other countries including the results of such applications. If
applications relating to biologic substances or microorganisms are filed, the applicant shall
submit a proof that he filed specimen to one of the specialized centers.

(Patent Law No. 32 of 1999 and its amendments - Article 8(2))

2. Time of Deposit

No provision.
3. Duration of Storage
No provision.
4, Conditions for the Furnishing of Samples
No provision.
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KZ - KAZAKHSTAN

National Institute of Intellectual Property
Left Bank, House of Ministries,

8 Orynbor Street,

Entrance 13B, Body 4

Astana 010000

Telephone: (7-7172) 50 29 15, 50 31 12, 50 29 97
Telefax: (7 7172) 74 06 26

E-mail: kazpatent@kazpatent.kz

Internet: http://www.intellkaz.kz, http://www.kazpatent.kz

1. Requirements for Deposit

No provision.
2. Time of Deposit
No provision.
3. Duration of Storage
No provision.
4. Conditions for the Furnishing of Samples
No provision.
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KG - KYRGYZSTAN

Kyrgyz Intellectual Property Office
Official name: State Patent Service of the Kyrgyz Republic

62, Moskovskaya Street
Bishkek 720021

Telephone: (996-312) 680819
Telefax: (996-312) 681703
E-mail: info@patent.kg
Internet: http://www.patent.kg

1. Requirements for Deposit

No provision.
2. Time of Deposit
No provision.
3. Duration of Storage
No provision.
4. Conditions for the Furnishing of Samples
No provision.

KG/2009
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LV -LATVIA

Latvian Patent Office
7(70) Citadelesiela
Riga

Mailing address:
P.O. Box 824
1010 Riga

Telephone: (371) 709 96 22
Telefax: (371) 709 96 50
E-mail: valde@Irpv.lv
Internet: http://www.lrpv.lv

1. Requirementsfor Deposit

If an invention relates to the use of a specific microorganism with restricted
availability, the applicant must submit a document to the Patent Office on the deposit of
the culture of the respective microorganism in one of the international depositary
authorities.

(Patent Law, 1995, Article 7(8))

2. Time of Deposit

The document on the deposit of the culture of the respective microorganism
should be filed with the Patent Office either along with the application or no later than
three months from the filing date of the application.

3. Duration of Storage

No provision.

4. Conditions for the Furnishing of Samples

No provision.
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LI —LIECHTENSTEIN

Swiss Federal Intellectual Property Institute
Einsteinstrasse 2

3003 Berne

Switzerland

Telephone: (41-31) 325 25 25
Telefax: (41-31) 325 25 26
E-mail: spedition@ipi.ch
Internet: http://www.ipi.ch

[Swiss law applies]
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LT - LITHUANIA

State Patent Bureau of the Republic of Lithuania
Kalvarijy str. 3
09310 Vilnius

Telephone: (370-5) 278 02 50

Telefax: (370-5) 27507 23

E-mail: spb@vpb.gov.It

Internet: http://www.vpb.lt/index.php?I=EN

1. Requirements for Deposit

A specification must disclose the invention in such full and clear terms as to
enable any person skilled in the art to which it pertains to use the invention. Where a
patent application is filed for any invention involving the use of or concerning
biological material which is not available to the public and which cannot be described in
such a manner as to enable the invention to be reproduced by a person skilled in the art,
the description of the invention shall be considered inadequate. This provision shall not
apply, if the biological material has been deposited no later than the date on which the
patent application was filed with a depositary institution.

(Patent Law (1994, as amended in 2008), Art. 13)

The patent application filed with the State Patent Bureau shall be accompanied by
a document about the deposition of such biological material. The document mentioned
above shall be filed with the State Patent Bureau before the end of the period of
16 months after the date of filing the application or, where priority is claimed, the
declared priority date. The document shall contain the name and address of the
depository institution, the name and address of the depositor, the accession number or
symbol of the deposited material, the date when the biological material was deposited
and the signature of the authorized person of the depository institution.

(Rule of filing and examination of patent applications and granting patents IR/01/98
(1998) Rule 26)

2. Time of Deposit

The deposit must be made not later than the date of filing the patent application
or, if priority is claimed, the date of priority.

(Rule of filing and examination of patent applications and granting patents IR/01/98
(1998) Rule 26)

3. Duration of Storage

No provision.
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4. Conditions for the Furnishing of Samples

No provision.
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LU - LUXEMBOURG

Intellectual Property Office (Luxembourg)
Ministry for Economy and Foreign Trade
19-21, Boulevard Royal

2449 Luxembourg-Ville

Mailing address:
2914 Luxembourg

Telephone: (352) 247 841 13
Telefax: (352) 22 26 60 (Group 3)
E-mail: dpi@eco.etat.lu

Internet: http://www.eco.public.lu/

1. Requirements for Deposit

No provision.
2. Time of Deposit
No provision.
3. Duration of Storage
No provision.
4. Conditions for the Furnishing of Samples
No provision.
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MX — MEXICO
Mexican Institute of Industrial Property
Arenal 550
Col. Pueblo Santa Maria Tepepan
C.P. 16020
Mexico D.F.

Telephone: (52-5) 334 07 24, 334 07 00 (ext. 10025, 10095)
Telefax: (52-5) 555 44 31

E-mail: buzon@impi.gob.mx

Internet: http://www.impi.gob.mx

1. Requirements for Deposit

The Industrial Property Law and the Regulations thereunder provide for the compulsory
requirement of the deposit of biological material for the purposes of granting a patent.

The articles of the Industrial Property Law and the Regulations thereunder, together
with the requirements for deposits subject to national rules, are as follows:

Industrial Property Law

Avrticle 47: The patent application shall be accompanied by:

I.  Adescription of the invention, which shall be sufficiently clear and complete to be fully
understood and where appropriate to serve as a guide for a person with average skill in the art
to make it; it shall also mention the best method known to the applicant of carrying out the
invention when this is not clear from the description thereof.

In the case of biological material where the description of the invention cannot itself be
sufficiently detailed, the application shall be completed with a record of the deposit of the
material at an institution recognized by the Institute, in accordance with the provisions of the
Regulations under this Law;

Requlations under the Industrial Property Law

Avrticle 28: The description shall be drafted according to the following rules:

V.  Where the deposit of biological material is required under the provisions of the second
paragraph of Article 47.1 of the Law, it shall mention that the said deposit has been made and
shall state the name and address of the depository institution, the date on which the deposit
was made and the number allocated to it by the said institution, describing also, to the extent
possible, the nature and characteristics of the deposited material in so far as they are relevant
to the disclosure of the invention;

MX/2012
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Article 34: The record of deposit of biological material referred to in the second paragraph of
Avrticle 47.1 of the Law shall be submitted within six months following the date on which the
applicant files the corresponding patent application, and the said applicant shall retain the
right to the recognition by the Institute of the date and hour of the handing over of the
application as the date and hour of filing, provided that the record of deposit shows that the
deposit occurred prior to the date and hour of the handing over of the application, failing
which the date on which the record was shown to the Institute shall be recognized as the filing
date of the application.

Where the applicant fails to show the record in the specified period, the application shall
be considered abandoned.

Article 35: For the purposes of the second paragraph of Article 47.1 of the Law, the Institute
shall accord recognition to institutions that have the character of international depository
authorities for biological material, and also to national institutions, in accordance with
internationally recognized criteria and rules.

The Institute shall publish a list of the institutions recognized under this Article in the
Diario Oficial (Federal Gazette).

Article 37: For the purposes of the second paragraph of Article 47.1 of the Law, a record of
the deposit of biological material shall be required in the following cases:

I.  Where a microorganism is claimed in itself;
Il.  Where the biological material referred to in the application is not publicly available, and

I1l.  Where a description that has been given of the biological material is insufficient for a
person skilled in the art to reproduce it.

To date, no Mexican institutions exist which are recognized as authorities for the
deposit of microorganisms, in accordance with the Budapest Treaty, which satisfy the
requirements established in said treaty, the Regulations thereunder and the Guides to the
Deposit of Microorganisms under the Budapest Treaty. For these reasons, to date the only
institutions recognized for the deposit of microorganisms for patent purposes are the
international authorities for the deposit of biological material, recognized under the Budapest
Treaty.

2. Time of Deposit

The record of deposit of biological material must be submitted within six months of the
date on which the applicant files the patent application. In such a case, the applicant retains
the right to recognition by the Institute of the date and hour of handing over of the application
as the date and hour of filing, provided that the deposit record establishes that said deposit
was made prior to the date and hour of handing over of the patent application.
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Where the deposit has not been made subject to the conditions referred to above,
Article 34 of the Regulations under the Industrial Property Law states that the Institute shall
recognize as the application filing date the date on which the corresponding record of deposit
is shown to the Institute, i.e. that where the deposit is not handed over within six months of
the application filing date, the legal application filing date changes to become the date on
which the record of deposit of the biological material is shown.

Similarly, Article 34 of the Regulations under the Industrial Property Law states that
where the applicant does not show the record of deposit within the prescribed deadlines, the
application shall be considered abandoned.

No provisions exist in the Industrial Property Law or in the Regulations thereunder
relating to the validity or lapse of the deposit during the period of validity of a patent. For
such characteristics of validity or lapse the standards established by the Budapest Treaty, the
Regulations thereunder and the Guides to the Deposit of Microorganisms under the Budapest
Treaty therefore apply.

3. Duration of Storage

No provisions exist in the Industrial Property Law or in the Regulations thereunder in
relation to the duration of storage of the “microorganism” deposited, for which reason the
standards established by the Budapest Treaty, the Regulations thereunder and the Guides to
the Deposit of Microorganisms under the Budapest Treaty shall apply for that purpose.

4. Conditions for the Furnishing of Samples

Since no Mexican institutions exist which are recognized as Authorities for the Deposit
of Microorganisms, in accordance with the Budapest Treaty, and which satisfy the
requirements of said treaty, the Regulations thereunder and the Guides to the Deposit of
Microorganisms under the Budapest Treaty, no requirements are therefore established in the
Industrial Property Law, or in the Regulations thereunder, for the conditions in which the
furnishing of samples of biological material has to take place.

Nor do requirements exist in the national rules, i.e. in the Industrial Property Law or the
Regulations thereunder, in relation to the conditions in which the furnishing of samples of
biological material has to take place.

In turn, no conditions are established in the Industrial Property Law or in the
Regulations thereunder as regards the availability of the samples deposited by an interested
party, nor are there rules regarding information on the deposited samples with regard to the
restrictions on the availability of the samples of the deposited organisms.

In view of the above, in order to satisfy the requirements for the furnishing of samples,
information thereon and availability restrictions therefor, the standards established in the
Budapest Treaty, the Regulations thereunder and the Guides to the deposit of Microorganisms
under the Budapest Treaty shall apply.
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MC - MONACO

Intellectual Property Division
Department of Economic Expansion
9, rue du Gabian

98000 Monaco (Principauté)

Telephone: (377) 98 98 84 39
Telefax: (377) 92 05 75 20
E-mail: mcpi@gouv.mc
Internet: http://www.gouv.mc

1. Requirements for Deposit

No provision.
2. Time of Deposit
No provision.
3. Duration of Storage
No provision.
4. Conditions for the Furnishing of Samples
No provision.
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ME - MONTENEGRO

Intellectual Property Office
Bulevar Revolucije 5
81000 Podgorica

Telephone: (382-20) 24 64 99
Telefax: (382-20) 24 64 96
E-mail: ziscg@cg.yu
Internet: http://www.gov.me

1. Requirements for Deposit

No provision.
2. Time of Deposit
No provision.
3. Duration of Storage
No provision.
4. Conditions for the Furnishing of Samples
No provision.

ME/2009
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MA - MOROCCO

Industrial and Commercial Property of the Office of Morocco (OMPIC)
RS 114 Km 9,5 Route de Nouasseur

Sidi Maarouf

Casablanca

Morocco

Telephone: (212) 658 855 20 - (212 22) 533 51 67
Telefax: (2122) 523 354 80
E-mail : adil.elmaliki@ompic.org.ma - elmaliki@ompic.org.ma

1. Requirements for Deposit

No provision
2. Time of Deposit
No provision
3. Duration of Storage
No provision
4. Conditions of Furnishing of Samples
No provision
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NL — NETHERLANDS

Netherlands Patent Office
Patentlaan 2
2288 EE Rijswijk (ZH)

Telephone: (31-88) 602 60 00

Telefax: (31-88) 602 90 24

E-mail: nloctrooicentrum@agentschapnl.nl
Internet: http://www.octrooicentrum.nl

1. Requirements for Deposit

Where an invention involves the use of a microorganism,
(1) The specification of the invention shall:

(a) contain the data at the disposal of the applicant which are relevant to the
properties of the microorganism;

(b) mention the institution with which, the number under which and the date on which
the culture of the microorganism has been deposited.

(2) Together with the application shall be submitted:
(@) adeclaration to the effect that the applicant, pursuant to Section 31F, irrevocably
gives permission for the furnishing of samples of the culture of the microorganism deposited

by him;

(b) acopy of the receipt issued by the institution with which the culture of the
microorganism has been deposited,;

(c) acopy of the declaration referred to in Section 31D.

(3) The number referred to in paragraph (1)(b) and the copy referred to in paragraph (2)(b)
may also be furnished within a time limit of one month after the filing of the application.

(Patents Rules, as amended to 1991, Section 31B)

A deposit of a microorganism shall be accompanied by a written statement of the
depositor, containing:

(@) adeclaration stating the circumstances as well as the properties of the

microorganism which are of interest for the cultivation, the storage, the handling and the
viability of the microorganism;

NL/2011



-2-

(b) anindication of the method permitting the checking of the presence of the
microorganism;

(c) anidentification reference and, where possible, the scientific description and the
proposed taxonomic designation of the microorganism.

(Patents Rules, as amended to 1991, Section 31D)
(4) The deposit of cultures of microorganisms may be effected with:

(@ aninstitution which, pursuant to Article 7 of the Budapest Treaty on the
International Recognition of the Deposit of Microorganisms for the Purposes of Patent
Procedure has acquired the status of international depositary authority, or

(b) aninstitution designated by the Patent Office.

(Patents Rules, as amended to 1991, Section 31C(1))

2. Time of Deposit

The deposit of a microorganism must be made at the date of filing of the patent
application.

(Patents Rules, as amended to 1991, Section 31B)

3. Duration of Storage

The depositary institution shall store the deposited microorganisms at least for 30 years
after the date of deposit.

(Patents Rules, as amended to 1991, Section 31C(c))

4. Conditions for the Furnishing of Samples

(i)  Time of Availability of Samples

(1) The culture of a deposited microorganism shall be available from the date of filing of
the relevant patent application for the furnishing of samples in pursuance of Section 31F until
the date on which it has become certain no patent will be granted on this application or until
the date on which the patent granted on that application has lost its effect.

(2) Where the culture of a microorganism ceases to be available with the institution with
which the culture has been stored because the microorganism is not viable any more or the
institution is not capable of furnishing samples of that culture for other reasons and the culture
has not been transferred to another institution as referred to in Section 31C(1) where it
remains accessible, it shall nevertheless be considered to have remained available where
within a time limit of three months after the date on which the institution or the Patent Office
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has notified the depositor of the fact that the culture is no longer available, a new deposit of
the relative microorganism is effected and a copy of the receipt of the new deposit, issued by
the relevant institution, indicating the number of the patent application or the patent, has been
sent to the Patent Office.

(3) Paragraph (2) shall apply mutatis mutandis where the institution with which the culture
has been stored has discontinued the performance of its functions in respect of the cultures of
microorganisms deposited with it or where it does not comply any more with the specification
in Section 31C(1), provided that the time limit of three months referred to in paragraph (2)
shall begin on the date on which that fact has been notified in the Journal referred to in
Section 38.

(4) Any new deposit as referred to in paragraph (2) shall be accompanied by a statement
signed by the depositor that the culture of the microorganism deposited anew is identical to
the original deposit.

(5) Where a fact as referred to in paragraph (3) presents itself, the Patent Office shall as
soon as possible make notification of it in the Journal referred to in Section 38.

(Patents Rules, as amended to 1991, Section 31E)

(if)  Restrictions Concerning the Furnishing of Samples

(1) Any person who is entitled in pursuance of Section 28A of the Patents Act of the
Kingdom to inspection of the documents referred to in that Section in respect of a patent
application or a patent may make a request for the furnishing of a sample of the culture of a
microorganism, deposited pursuant to Section 22B(2) of the Patents Act of the Kingdom, to
which that application or that patent is related.

(2) The request shall be addressed to the Patent Office by means of a form prescribed by the
Patent Office. It shall be accompanied by a statement written by the person who makes the
request declaring that he commits himself in respect of the deposited culture or a culture
derived from it vis-a-vis the person who filed the patent application or the proprietor of the
patent until the date on which it has become certain no patent will be granted on that patent
application or, where a patent has been granted, for the period it remains in force:

(@ not to make it available to third parties;

(b) to use it exclusively for tests, unless the person who made the request uses the
culture as the proprietor of a license ensuing from the provisions of Section 34 or Section 34B
of the Patents Act of the Kingdom or as a person entitled to do so pursuant to Section 34A of
the Patents Act of the Kingdom.

(3) The applicant for a patent may until the date on which the application is laid open to
public inspection pursuant to Section 22C of the Patents Act of the Kingdom or, where this
takes place on an earlier date, until the date of publication of the application pursuant to
Section 25 of that Act of the Kingdom, notify the Patent Office on a form prescribed for the
purpose by the Patent Office that until the date on which the patent is granted or until the date
on which it is certain that no patent will be granted on the application, furnishing of samples
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of the culture of a microorganism deposited by him in pursuance of paragraph (1) may only
be performed to an expert designated by the person who made the request. The statement
referred to in paragraph (2), second sentence shall be co-signed in that case by the relative
expert.

(4) Asan expert may be designated:

(@) any natural person relative to whom the person who makes the request proves on
filing the request that the applicant for the patent has approved of his designation;

(b) any natural person acknowledged as an expert by the President of the
Patent Office.

(5) By aderived culture shall be meant for the application of paragraph (2) any culture
preserving the properties of the deposited culture essential for the carrying out of the
invention. The commitments referred to in paragraph (2) shall not form an impediment for
the deposit of a derived culture necessary for the procedure for the grant of a patent.

(6) The Patent Office shall send the request to the institution. At the same time the Patent
Office shall mention whether a patent application containing notification of the deposit of the
microorganism has been filed and whether the person who made the request is entitled to
being furnished with a sample of that microorganism. The Patent Office shall send a copy of
the request to the applicant for a patent or the proprietor of the patent.

(Patents Rules, as amended to 1991, Section 31F)
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NI - NICARAGUA

Office of the Industrial Property Registry
General Directorate for Industry

Ministry for Economy and Devel opment
Esquina Este del Hotel Intercontinental
Managua

Telephone: (505) 267 4551
Telefax: (505) 267 5393
E-mail: rpi@mific.gob.ni
Internet: www.rpi.gob.ni

1. Requirementsfor Deposit

No provision.
2. Time of Deposit
No provision.
3. Duration of Storage
No provision.
4. Conditions for the Furnishing of Samples
No provision.
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NO - NORWAY

Norwegian Industrial Property Office (NIPO)
Sandakerveien 64
0484 Oslo

Mailing address:
Postboks 8160 Dep
0033 Oslo

Telephone: (47-22) 38 73 00
Telefax: (47-22) 38 73 01

E-mail: mail@patentstyret.no
Internet: http://www.patentstyret.no

1. Requirements for Deposit

If, when carrying out an invention, this involves the use of biological material
which is not available to the public and cannot be described in the application
documents in such a manner as to enable a person skilled in the art to carry out the
invention on the basis thereof, a sample of the biological material shall be deposited not
later than on the date of filing of the application.

(Patents Act, Section 8a, paragraph 1, first sentence)

The application shall contain information about whether the application
comprises deposited biological material in accordance with section 8a of the Patents
Act.

(Patent Regulations, Section 2, paragraph 1, seventh sentence)

The deposit of biological material in accordance with section 8a, first paragraph,
of the Patents Act shall be made in accordance with the Budapest Treaty on the
International Recognition of Deposit of Microorganisms for the Purposes of Patent
Procedure of April 28, 1977. The material shall be deposited with an institution that is
an international depositary institution in accordance with the Budapest Treaty or with an
institution that has been approved by the European Patent Office.

(Patent Regulations, Section 12, paragraph 1)

When a sample of biological material has been deposited, the applicant shall
notify the Norwegian Industrial Property Office in writing about the depositary
institution with which the material has been deposited and the reference number that the
institution in question has accorded the deposited material. The information shall be
provided not later than 16 months after the filing date or, if priority has been claimed,
the claimed priority date. If deposited biological material is transferred to another
international depositary institution in pursuance of Rule 5(1) of the Implementing
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Regulations to the Budapest Treaty, the applicant or the patent holder shall notify the
Norwegian Industrial Property Office hereof and of the reference number that the
institution has accorded the deposited material.

(Patent Regulations, Section 12, paragraph 2)

The Norwegian Industrial Property Office may demand a copy of the receipt that
the depositary institution has issued as proof of the correctness of the information
provided in accordance with the second and third paragraphs.

(Patent Regulations, Section 12, paragraph 4)

A request in accordance with section 22, eighth paragraph, of the Patents Act
that samples of biological material shall only be issued to a specially appointed expert
must be filed with the Norwegian Industrial Property Office not later than the day
before the application becomes available to the public in accordance with section 22 of
the Patents Act.

(Patent Regulations, Section 12, paragraph 5)

2. Time of Deposit

If, when carrying out an invention, this involves the use of biological material
which is not available to the public and cannot be described in the application
documents in such a manner as to enable a person skilled in the art to carry out the
invention on the basis thereof, a sample of the biological material shall be deposited not
later than on the date of filing of the application.

(Patents Act, Section 8a, paragraph 1, first sentence)

3. Duration of Storage

The sample shall thereafter always be deposited so that anyone who under this
Act is entitled to be furnished with a sample of the biological material should be
furnished with a sample in Norway.

(Patents Act, Section 8a, paragraph 1, second sentence)

If a deposited culture of a microorganism ceases to be viable or a sample of the
culture cannot be furnished for other reasons, it may be replaced by a new culture of the
same microorganism within the prescribed time limit and on the other conditions laid
down by the King. In that case, the new deposit shall be deemed to have been made on
the date that the previous deposit was made.

(Patents Act, Section 8a, paragraph 2)
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A new deposit of biological material in accordance with section 8a, second
paragraph, of the Patents Act shall be made in accordance with the Budapest Treaty.
The applicant or the patent holder shall notify the Norwegian Industrial Property Office
of the new deposit of biological material and of the reference number that this
institution has accorded the deposited material within four months from when the
material was deposited or within the time limit stipulated in the second paragraph.

(Patent Regulations, Section 12, paragraph 3)
The Norwegian Industrial Property Office may demand a copy of the receipt that
the depositary institution has issued as proof of the correctness of the information

provided in accordance with the second and third paragraphs.

(Patent Regulations, Section 12, paragraph 4)

4. Conditions for the Furnishing of Samples

(i)  Time of Availability of Samples

If a sample of biological material has been deposited according to section 8a,
anyone has the right to be furnished with a sample of the material when the documents
of the application have been made available in accordance with the first, second or
third paragraph. After a patent has been granted anyone who requests a sample of the
material shall be furnished with a sample, even if the patent has been determined or
annulled.

(Patents Act, Section 22, paragraph 7, first and second sentence)

An applicant for a patent who invokes his application against another party
before it has been made available to the public shall, upon request, be obliged to give
that party access to the documents of the application. If the application involves the
deposit of a sample of biological material of the microorganism as referred to in
section 8a, the other party shall have the right to be furnished with a sample of the
culture. The provisions of section 22, seventh paragraph, third and fourth sentences,
and the eighth and ninth paragraphs shall apply correspondingly.

(Patents Act, Section 56, paragraph 1)

(if)  Restrictions Concerning the Furnishing of Samples

If a sample of biological material has been deposited according to section 8a,
anyone has the right to be furnished with a sample of the material when the documents
of the application have been made available in accordance with the first, second or third
paragraph. After a patent has been granted anyone who requests a sample of the
material shall be furnished with a sample, even if the patent has been determined or
annulled. This does not mean, however, that a sample shall be issued to anyone who in
consequence of a law or regulation is not entitled to handle the deposited material.
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Moreover, the provision of the first sentence does not mean that a sample shall be issued
to anyone whose handling of the sample must be assumed to involve considerable risk
due to the harmful properties of the material.

(Patents Act, Section 22, paragraph 7)

Until a patent has been granted or the application has been finally decided upon
without a patent having been granted, the applicant may, notwithstanding the provisions
of the seventh paragraph, request that a sample only be issued to a specially appointed
expert. If the patent application has been refused or withdrawn the same rule applies for
a sentence of 20 years from the date when the patent application was filed. The King
shall prescribe a time limit for submitting a claim to limit issuing of the material and
shall determine who may be appointed as an expert.

(Patents Act, Section 22, paragraph 8)

A request for the issue of a sample shall be made in writing to the Norwegian
Industrial Property Office and must contain a declaration to the effect that the
restrictions laid down by the King concerning the use of the sample will be observed. If
the sample may only be issued to a specially appointed expert, the declaration shall be
made by the expert instead.

(Patents Act, Section 22, paragraph 9)

A request for the issue of a sample of biological material in accordance with
section 22, ninth paragraph, of the Patents Act shall be worded in accordance with the
provisions in Rule 11 of the Implementing Regulations to the Budapest Treaty.

(Patent Regulations, Section 26, paragraph 1)

If the request concerns a sample of deposited biological material connected with
an application for which a final decision has not yet been made, the party requesting the
sample must submit a declaration in which he undertakes vis-a-vis the applicant not to
use the sample for any other purposes than for experiments that concern the invention
itself and to refrain from granting other parties access to the sample until a final
decision has been made regarding the application or, if a patent is granted, until the
patent has expired. If the request concerns a sample of deposited biological material
connected with a patent, the party requesting the sample must submit a declaration in
which he undertakes vis-a-vis the patent holder not to use the sample for any other
purposes than experiments that concern the invention itself and to refrain from granting
other parties access to the sample until the patent has expired. The first and second
periods of this paragraph shall apply correspondingly to biological material that is
derived from the sample and that has retained the characteristic features of the material
that are important for carrying out the invention. The request for the issue of the sample
shall contain a declaration that the requester undertakes these obligations.

(Patent Regulations, Section 26, paragraph 2)
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If a sample may only be issued to a special expert, the request for the issue of the
sample shall designate the expert in question. The Norwegian Industrial Property
Office will draw up a list of persons who can be used as experts. Only persons who are
entered in said list, or whom the applicant accepts in the individual case, may be used as
experts. If an expert is used, the request for the issue of a sample shall contain a
declaration from the expert in accordance with the second paragraph.

(Patent Regulations, Section 26, paragraph 3)

The second and third paragraphs shall not apply if it is necessary to deposit
derived biological material in connection with a subsequent application.

(Patent Regulations, Section 26, paragraph 4)

When a request has been made for the issue of a sample of biological material
and the requirements for this have been complied with, the Norwegian Industrial
Property Office shall issue a declaration to this effect. The Norwegian Industrial
Property Office shall send the request for the issue of a sample and the declaration to the
depositary institution with which the material has been deposited. A copy of the request
for the issue of a sample and the declaration shall concurrently be sent to the patent
applicant or the patent holder. If the Norwegian Industrial Property Office does not
issue such a declaration, the party requesting the sample shall be notified hereof.

(Patent Regulations, Section 26, paragraph 5)

NO/2009



-1-

OM - OMAN

Directorate of Organisations and Commercial Relations
Intellectual Property Department

Ministry of Commerce and Industry

P.O. Box 550

Muscat 113

Telephone: (968) 24 771 6241
Telefax: (968) 24 7717238/ 24 771 2030

1. Requirementsfor Deposit

No provision.
2. Time of Deposit
No provision.
3. Duration of Storage
No provision.
4. Conditions for the Furnishing of Samples
No provision.
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PE - PERU

National Institute for the Defense of Competition and Intellectual Property Protection
Ministry of Industry, Tourism, Integration and International Trade Negotiations
Calle de la Prosa No. 138

Esquina con Prolongacion Av. Guardia Civil

San Borja

Lima 41

Telephone: (51-1) 224 7800

Telefax: (51-1) 224 0348 or 224 0349
E-mail: postmaster@indecopi.gob.pe
Internet: http://www.indecopi.gob.pe

1. Requirements for Deposit

No provision.
2. Time of Deposit
No provision.
3. Duration of Storage
No provision.
4. Conditions for the Furnishing of Samples
No provision.
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PH - PHILIPPINES

G/F, 2/F, 14/F, 16/F Intellectual Property Center
World Finance Plaza

#28 Upper McKinley Road

MacKinley Hill Town Center

Fort Bonifacio

Taguig City, Philippines 1634

Telephone: (632) 238 63 00
Telefax: (632) 553 94 80

E-mail: mail@ipophil.gov.ph
Internet: http://www.ipophil.gov.ph

|. Requirements for Deposit

The deposit of a culture of biological material with an international depositary
institution/authority recognized by the IPO is required if an invention concerns a
microbiological process or the product thereof and involves or relates to the use of a
microorganism or other biological material which is not available to the public and which
cannot be described in the patent application in such a manner as to enable the invention to
be carried out by a person skilled in the art. Otherwise, the disclosure is not considered to
have satisfied the requirements of sufficiency.

A list of recognized depositary institutions is available at the Bureau of Patents.
(Implementing Rules and Regulations on Inventions, Rules 408 and 409; Manual of

Substantive Examination Practice, Chapter |1, Sections 6.2 and 6.4)

2. Time of Deposit

The deposit of the culture of the microorganism must be made not later than the date
of filing of the application.

(Implementing Rules and Regulations on Inventions, Rule 408(a); Manual of Substantive
Examination Practice, Chapter 11, Section 6.2(a))

3. Duration of Storage

The depositary institution should be under contractual obligation to place the
culture in permanent collection.

(Implementing Rules and Regulations on Inventions, Rule 409(c))

PH/2011



-2-

4. Conditions for the Furnishing of Samples

The depositary institution must provide access to persons who shall have interest
therein in regard to matters relating to the patent application as published.

(Implementing Rules and Regulations on Inventions, Rule 409(c))
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PL - POLAND

Patent Office of the Republic of Poland
Al. Niepodleglosci 188/192
00-950 Warsaw

Mailing address:
P.O. Box 203
00-950 Warsaw

Telephone: (48-22) 579 01 45, 579 01 27
Telefax: (48-22) 579 03 63

E-mail: dep_zglo@uprp.pl

Internet: http://www.uprp.pl

1. Requirements for Deposit

The three following organisations are appointed by the Patent Office to perform the
functions of national depositary ingtitutions. The IAFB Collection of Industrial
Microorganisms (Institute of Agricultural and Food Industry), the Polish Collection of
Microorganisms (Institute of Immunology and Experimental Therapy) and the National
Public Health Institute.

The requirements of deposit of microorganisms with the said Institutes are in
conformity with the Budapest Treaty.

2. Time of Deposit

Under the existing practice, the deposit must be made at the filing date of the patent
application, at the latest.

3. Duration of Storage

Under the existing practice, the duration of storage isthat of the life of the patent, plus
three additional years.

4. Conditions for the Furnishing of Samples

Under the existing practice, samples of deposited microorganisms are furnished to the
Patent Office, upon request, and to any other requesting party, on condition that the request is
communicated to the depositor and that the requesting party declares that he will use the
sample only for experimental purposes and that he will not make it available to any third

party.
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PT - PORTUGAL

National Institute of Industrial Property
Campo das Cebolas
1149-035 Lishon

Telephone: (351-21) 881 81 00
Telefax: (351-21) 887 85 08
Telex: 18356 INPI P

E-mail: atm@inpi.pt

Internet: http://www.inpi.pt

1. Requirements for Deposit

If the patent application mentions a biologically reproducible material which may
not be described in such a way as to enable those skilled in the art to carry out the
invention, and if the material is not available to the public, the application must be
completed by depositing the material with an authorized depositary institution.

All the available characteristics of the biological material required for it to be
correctly identified must be submitted to the National Institute of Industrial Property
with the patent application, including the name and address of the depositary institution
and the date and number of the deposit.

(Industrial Property Code, Decree Law No. 36/2003 of 5 March, Article 63(1)(a), (b)
and (c))

2. Time of Deposit

The biological material must be deposited no later than the date of the patent
application in Portugal.

(Industrial Property Code, Article 63(1)(a))

3. Duration of Storage

In accordance with the Budapest Treaty.

(Budapest Treaty of 28 April 1977, Rule 9)
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4. Conditions for the Furnishing of Samples

Access to the deposited biological material shall be provided through the supply
of a sample:

(@) up to the first publication of the patent application, only to those persons
who are authorized under national patent law;

(b) between the first publication of the patent application and the granting of the
patent, to anyone requesting it or, if the applicant so requests, only to an independent
expert;

(c) after the patent has been granted, and notwithstanding revocation or
cancellation of the patent, to anyone requesting it.

The sample shall be supplied only if the person requesting it undertakes, for the
term during which the patent is in force:

(@ not to make it or any material derived from it available to third parties, and

(b) not to use it or any material derived from it except for experimental
purposes, unless the applicant for or proprietor of the patent, as applicable, expressly
waives such an undertaking.

At the applicant’s request, where an application is refused or withdrawn, access to
the deposited material shall be limited to an independent expert for 20 years from the
date on which the patent application was filed. In that case, paragraph 3 shall apply.

(Industrial Property Code, Article 63(2), (3) and (4))
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KR - REPUBLIC OF KOREA

Korean Intellectual Property Office
Government Complex-Daejeon
189 Cheongsa-ro, Seo-gu

Daejeon 302-701

Telephone: (82-42) 481 52 31
Telefax: (82-42) 47271 40
E-mail: kipopct@kipo.go.kr
Internet: http://www.kipo.go.kr

1. Requirements for Deposit

If an invention involves a microorganism which cannot be obtained easily by any
person skilled in the art, the patent applicant must deposit a culture of the
microorganism with a depositary institution having acquired the status of international
depositary authority or with a depositary institution designated by the Commissioner of
the Korea Industrial Property Office.

(Presidential Decree No. 12199 of 1987, Article 2(1))

2. Time of Deposit

The name of the depositary institution with which the microorganism has been
deposited, the number of the deposit and the date of deposit must be specified in the
patent application and the receipt of the deposit must be filed with the Commissioner of
the Korea Industrial Property Office.

(Presidential Decree, Article 2(2))

3. Duration of Storage

No provision.

4. Conditions for the Furnishing of Samples

(i)  Time of Availability of Samples

Samples of deposited microorganisms are available to any requesting party after
the publication of the patent application.

(Presidential Decree, Article 2-2(1))

KR/2011



-2-

(if)  Restrictions Concerning the Furnishing of Samples

The requesting party must undertake that samples of the deposited microorganism
shall be used for experimental and research purposes in the Republic of Korea and shall
not be made available to any third party.

(Presidential Decree, Article 2-2(1))
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MD - REPUBLIC OF MOLDOVA

State Agency on Intellectual Property
24/1 Andrei Doga str.
2024 Chisinau

Telephone: (373-22) 40 06 07, 40 06 08
Telefax: (373-22) 44 01 19

E-mail: office@agepi.md

Internet: http://www.agepi.md

1. Requirements for Deposit

If the invention concerns reproducible biological material which cannot be disclosed in
such a manner as to enable a man skilled in the art to reproduce it or if such material is not
freely accessible, an attestation shall be attached to the application concerning the deposit of
the material with the depositary institute designed by the government or with a body having
the status of international depositary authority.

(Law on the patents for invention No. 461/1995, Art. 10(4))
The document proving the deposit of reproducible biological material shall contain:

- name and address of the officially recognized national or international collection with
the microorganism was filed,;

- date (year, month, day) of the deposit of the microorganism at the officially recognized
national or international depositary;

- name of the microorganism;
- number of the deposit of the microorganism;

- morphological, taxonomical and biochemical characteristics of the deposited
microorganism.

(Implementing Regulations of the Law on patents for invention No. 461/1995, Rule 30.1,
30.2)

2. Time of Deposit

The deposit of the microorganism shall be made not later than the date of filing of the
patent application or, if a priority was claimed, the priority date.

(Implementing Regulations of the Law on patents for invention No. 461/1995, Rule 30.3)
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3. Duration of Storage

No provision is provided in the national legislation. It is applied the provision of
Rule 9.1 of the Implementing Regulations of the Budapest Treaty.

4. Conditions for the Furnishing of Samples

Provisions were introduced as from September 2001; Implementing Regulations of the
Law on patents for invention No. 461/1995, Rule 30.

30.4 Access to the deposited biological material it is provided through the supply of a
sample:

(@ up to the publication of the patent application:

- at the request of AGEPI, where such sample is needed for the purposes of a patent
procedure or if such application is pending or has led to the grant of a patent;

- to the applicant, if he so requests;
- to any physical or legal person authorized by the applicant.

(b) between the publication of patent application and the granting of the patent,
anyone requesting it or, if the applicant so requests, only to an independent expert;

(c) after the patent has been granted, and notwithstanding revocation or cancellation
of the patent, to anyone requesting it.

30.5 The sample shall be supplied only if the person requesting it undertakes, for the term
during which the patent is in force:

(@ not to make it or any material derived from it available to third parties; and

(b) not to use it or any material derived from it except for experimental purposes,
unless the applicant for or proprietor of the patent, as applicable, expressly waives such an
undertaking.

30.6 At the applicant’s request, where an application is refused or withdrawn, access to the
deposited material shall be limited to an independent expert for 20 years from the date on
which the patent application was filed. In that case, it is applied the Rule 30.5.

30.7 The applicant’s requests referred to Rule 30.4(b) and Rule 30.6 may be submitted only

to the date on which the technical preparations for publishing the patent application are
deemed to have been completed.
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RO - ROMANIA

State Office for Inventions and Trademarks
5, rue lon Ghica Str.
30044 Bucharest 3

Mailing address:
P.O. Box 52
30044 Bucharest 3

Telephone: (40-21) 315 90 66, 314 59 64/65/66, 315 19 64/65
Telefax: (40-21) 312 38 19

E-mail: office@osim.ro

Internet: http://www.osim.ro

1. Requirementsfor Deposit

(1) Where an invention relates to abiological material or to the use of abiological
material which was not available to the public and cannot be described in the patent
application in away which should enable a person skilled in the art to carry out the
invention, the invention is deemed to be exposed only if:

(@ asample of biological material was deposited with an international
depositary authority;

(b) the patent application, as filed, contains information available to the
applicant with regard to the features of the biological material;

(o) the patent application comprises the indication of the international
depositary authority and the order number of the deposited biological material.

(2) Wherethe biological material was deposited by another person than the applicant,
the name and the address of the depositor shall be mentioned in the patent application,
and a document shall be submitted to OSIM to prove that the depositor authorized the
applicant to make reference in the patent application to the deposited biological
material, and unreservedly and irrevocably approved to render the deposited materia
available to the public.

(3) Theindications mentioned in paragraph (1) letter (c) and paragraph (2), asthe
case may be communicated:

(@ within 16 months from the filing date or, if apriority is claimed, from the
priority date, the time limit being considered to be observed if the indications are
communicated until the end of the technical procedures with the view of publishing the
patent application;

(b) up to the date of presenting the request for publication of the patent
application.
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(4) After the communication of these indications, the applicant shall be considered to
have the possibility to authorize unreservedly and irrevocably the rendering of the
biological material, available to the public.

(Art. 18, paragraph 3, Patent Law 64/1991, amended and republished in 2002; Rule 61,

Governmental Decision No. 499/2003 on the Implementing Regulation of the
republished Patent Law)

2. Time of Deposit

The deposit must be made with an internationa depositary authority prior to the
date of filing of the application or the date of the recognized priority.

(Rule 61, Implementing Regulation of the republished Patent Law)

3. Duration of Storage

No provision.

4. Conditions for the Furnishing of Samples

(i)  Accessto the Biological Material Deposit

(1) Thebiological material deposited, may be accessed based on arequest, by any
person, starting on the date of publication of the patent application, the access being
made by the delivery of a biological material sample to the person who made the
request.

(2) Deélivering the sample of deposited biological material, mentioned in

paragraph (1) shall be made only when the interested person makes the commitment
before the applicant or patent owner not to communicate the biological material or a
derived biological material to third parties and to use the biological material only for
experimental purposes up to the date when the patent application is rejected, withdrawn
or considered to be withdrawn, as the case may be, except where the applicant or patent
owner expressly gives up such a commitment.

(3) Thecommitment to use th biological material only for experimental purposes
shall not be applicable when the interested person makes use of this material for an
exploitation which results from a compulsory license.

(4) Therequest provided in paragraph (1) accompanied by the proof of payment of
the fee for the certification of an official document shall be addressed to OSIM that
certifies that a patent application referring to a biological material deposit has been filed
with OSIM and that the interested person or the expert appointed by that person, has the
right to be delivered this sample.
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(5) Therequest provided for in paragraph (1) may be addressed to OSIM even after
the grant of the patent for invention.

(6) OSIM shall transmit a copy of the request referred to in paragraph (1),
accompanied by the certification referred to in paragraph (4) to the international
depositary institution as well as to the applicant and to the patent owner.

(Rule 62, Implementing Regulation of the republished Patent Law)

(i)  Appointment of an expert

(1) The applicant may communicate to OSIM that:

(@ uptotheend of the preparations for the publication of the patent
application; or

(b) up to the publication of the mention of the decision to grant the patent for
invention; or, where appropriate

(c) during the 20-year period of time starting from the patent application filing
date, if the patent application is rejected, withdrawn or considered to be withdrawn, the
access can be alowed only by delivering a sample of biological material to an expert
appointed by an interested party.

(2) The appointed expert may be:

(@ any natura person, provided that the interested person, according to
paragraph (1), makes the evidence that the appointment of the expert was made with the
agreement of the applicant on the date of filing the request for the delivery of the
sample;

(b) the natural person that is recognized to be an expert by OSIM, according to
some instructions.

(Rule 63, Implementing Regulation of the republished Patent Law)
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RU — RUSSIAN FEDERATION

Federal Service for Intellectual Property, Patents and Trademarks
30-1, Berezhkovskaya nab.
123995 Moscow

Telephone: (74-95) 956 81 09

Telefax: (74-95) 243 33 37

E-mail: rospatent@rupto.ru, fips@rupto.ru
Internet: http://www.rupto.ru, http://www.fips.ru

1. Requirements for Deposit

For invention relating to a microorganism strain, a line of plant or animal cells or
consortium of strains, the description of method of strain, line of cells and consortium
production should be presented. If the said description is insufficient for the realization of
invention, the information about deposit of strain, line of cells, consortiums of strains of the
consortium (the official name or the abbreviation of the depositary-institution, its post
address, the deposit number given by said institute to the deposited object) should be
submitted.

(Administrative Regulation of the Federal Service for Intellectual Property, Patents and
Trademarks to Fulfill the Functions Incurred by the State on Organization of Filing of
Applications to Grant Patent for Invention, their Registration, Examination and Grant in due
course of Patents of the Russian Federation for Inventions, par. 10.7.4.5(3)).

The document about deposit should be enclosed with the application for an invention
relating to a microorganism strain, a line of plant or animal cells or the means with the using
of unknown microorganism strain or a line of cells, if said application has an indication about
deposit which has been carried out with the authority depositary-institute.

(Administrative Regulation of the Federal Service for Intellectual Property, Patents and
Trademarks to Fulfill the Functions Incurred by the State on Organization of Filing of
Applications to Grant Patent for Invention, their Registration, Examination and Grant in due
course of Patents of the Russian Federation for Inventions, par. 10.3(3)).

The claims, characterizing a microorganism strain should contain its species and generic
name in Latin, the purpose of the strain.

In the claims, characterizing a line of plant or animal cells, their name and purpose
should be included.

If a strain or a line of plant has been deposited, the official name or abbreviation of

authority depositary-institute and the deposit number given by said institute to the deposited
object should be presented.
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In cases when a strain or a line of plant has not been deposited, the claims should
contain the requirements of subparagraph (1) of par. 10.8.1.4 of the present Regulation.

(Administrative Regulation of the Federal Service for Intellectual Property, Patents and
Trademarks to Fulfill the Functions Incurred by the State on Organization of Filing of
Applications to Grant Patent for Invention, their Registration, Examination and Grant in due
course of Patents of the Russian Federation for Inventions, par. 10.8.4).

2. Time of Deposit

The date of deposit of a strain, line of cells, consortium or strains of consortium should
be not later than the date of filing of the application or the priority date if priority is claimed.

(Administrative Regulation of the Federal Service for Intellectual Property, Patents and
Trademarks to Fulfill the Functions Incurred by the State on Organization of Filing of
Applications to Grant Patent for Invention, their Registration, Examination and Grant in due
course of Patents of the Russian Federation for Inventions, par. 10.7.4.5(3)).

3. Duration of Storage

For depositing with an international depositary authority under the Budapest Treaty, the
provisions of the Rule 9 of the Regulations under the said Treaty are applied.

4. Conditions for the Furnishing of Samples

(i)  Time of Availability of Samples

Under the existing practice, samples of the deposited microorganism become available
as from the date of publication of the application under the conditions provided for in Rule 11
of the Regulations under the Budapest Treaty.

(if)  Restrictions Concerning the Furnishing of Samples

Provisions concerning conditions for furnishing of samples are under preparation.
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RS - SERBIA

Intellectual Property Office
Zmaj Jovina 21
11000 Belgrade

Telephone: (381-11) 20 25 800
Telefax: (381-11) 3112377
E-mail: zis@zis.gov.rs
Internet: http://www.zis.gov.rs

1. Requirements for Deposit

If a microorganism is the subject of a microbiological invention, which is not available
to the public and which cannot be described in the patent application in such a manner as to
enable the invention to be performed by a person skilled in the art with no additional effort,
the invention will be considered as described in a sufficiently clear and complete manner in
accordance with Article 78(2) of the Law on the Protection of Inventions, Technical
Improvements and Distinctive Signs, only if the following conditions have been fulfilled:

- the sample of the microorganism has been deposited in a recognized depositary
institution under Article 24 of the Rules of Procedure, at the latest on the day of filing of the
patent application;

- the patent application contains all data on the microorganism known to the applicant;

- the patent application contains the name and address of the depositary institution, the
official number and date of deposit.

(Rules of Patent Grant Procedure, Article 21(1))

2. Time of Deposit

The deposit of the microorganism must be made not later than the date of filing of the
patent application.

(Rules of Patent Grant Procedure, Article 21(1)(i))

3. Duration of Storage

No provision.
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4. Conditions for the Furnishing of Samples

(i) Time of Availability of Samples

A sample of a deposited microorganism becomes available to everyone as from the date
of publication of the patent application.

(Rules of Patent Grant Procedure, Article 22(1))

(if)  Restrictions Concerning the Furnishing of Samples

From the date of publication of the patent application, a sample of the deposited
microorganism is available to everyone, on request. The availability of the microorganism on
request depends on the following conditions:

(@) the request must be filed with the Patent Office, in two copies, on the form
prescribed by the Office;

(b) the Office confirms, on the request form, that the patent application has been filed,
on which the requesting party states the existence of the deposit of the microorganism and his
right to ask that a sample of the microorganism should be made available to him;

(c) the requesting party is obliged not to make the requested sample of the
microorganism available to third persons until the conclusion of the examination procedure
concerning the patent application;

(d) the requesting party makes the undertaking to the patent applicant that the
requested sample of the deposited microorganism shall be used exclusively for experimental
or research purposes until the publication of the decision to grant the patent.

The obligation under point (d) above does not apply if the requesting party uses the
furnished sample of the deposited microorganism on the basis of a compulsory or ex officio
license.

(Rules of Patent Grant Procedure, Article 22(2) and (3))

RS/2011



-1-

SG - SINGAPORE

Intellectual Property Office of Singapore
51 Bras Basah Road

04-01, Manulife Center

Singapore 189554

Telephone: (65) 63 39 86 16
Telefax: (65) 63 39 02 52

E-mail: ipos_enquiry@ipos.gov.sg
Internet: http://www.ipos.gov.sg

1. Requirements for Deposit

The deposit of a microorganism shall be made if an invention requires for its
performance the use of a microorganism which is not available to the public at the date of
filing of the patent application and which cannot be described in such a manner as to enable
the invention to be performed by a person skilled in the art. The name of the international
depositary authority, the date when the culture was deposited and the accession number of the
deposit should be given in the specification of the application

(@)  within 16 months from

(i)  the declared priority date; or
(if) the date of filing the application where there is no declared priority date;

(b) where, on a request made by the applicant, the Registrar publishes the application
before the end of the period prescribed for the purposes of Section 27(1), before the date of
the request; or

(c) where the Registrar sends notification to the applicant that, in accordance with
Section 108(4), he has received a request by any person for information and inspection of
documents under subsection (1) of that section, before the end of one month after his sending
to the applicant notification of his receipt of the request;

whichever is the earliest.

(The Patents Rules 1995, Schedule 4, paragraph 1)

2. Time of Deposit

The deposit must be made not later than the date of filing the patent application.

(The Patents Rules 1995, Schedule 4, paragraph 1(2)(a)(i))
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3. Duration of Storage

No provision.

4. Conditions for the Furnishing of Samples

(i)  Time of Availability of Samples

A culture of a deposited microorganism is available upon request before publication of
the relevant patent application to a person to whom Section 108(4) applies and who has made
a request under Section 108(1) and is available upon such publication to any person.

(The Patent Rules 1995, Schedule 4, paragraph 2(1))

(if) Restrictions for the Furnishing of Samples

A request authorizing the furnishing of samples shall comprise on the part of the person
to whom the request relates, undertakings for the benefit of the applicant for, or proprietor of,
the patent:

(@ not to make the culture, or any culture derived from it, available to any other
person; and

(b) not to use the culture, or any culture derived from it, otherwise than for
experimental purposes relating to the subject matter of the invention.

Both undertakings shall have effect until the patent application has been withdrawn, has
been taken to be withdrawn, has been treated as having been abandoned, has been refused or
is treated as having been refused (including any further period allowed under Rule 100 or
Rule 108(1) or (4) but excluding, where an application is reinstated under either of those
rules, the period before it is reinstated).

Where the patent is granted, the undertaking in subparagraph (a), above, shall also have
effect during the validity of the patent and during the period of six months referred to in
Section 36(3).

The undertaking set out in subparagraph (b), above, shall not have effect after the date
of publication in the Official Journal (Patents) of a notice that the patent has been granted.

The request for the furnishing of samples should be made on Patents Form 49.

(The Patents Rules 1995, Schedule 4, paragraph 2(1) and (3))
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Before the preparations for publication of a patent application under Section 27 have
been completed, the applicant may give notice to the Registrar on Patents Form 50 of his
intention that a sample of the microorganism should be furnished only to an expert. Where
this has been done, the Registrar will publish with the application a notice to this effect and
persons requesting samples must nominate an expert who must have given undertakings in
accordance with subparagraphs (a) and (b), above. The request for the furnishing of samples
in these circumstances should be made on Patents Form 51. The Registrar shall specify the
period within which the patent applicant may object to the furnishing of a sample of the
microorganism to the particular expert nominated.

In the case of an international application, the applicant’s notice that a sample should be
furnished only to an expert should be given in writing to the International Bureau under
Rule 13bis.3 of the Regulations under the Patent Cooperation Treaty before technical
preparations for international publication are complete.

(The Patent Rules 1995, Schedule 4, paragraph 3(1), (3), (4) and (5))
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SK - SLOVAKIA

Industrial Property Office of the Slovak Republic
Jana Svermu 43
974 04 Banska Bystrica 4

Telephone: (421-48) 430 01 00

Telefax: (421-48) 430 01 00
Internet: http://www.upv.sk

1. Requirements for Deposit

The deposit of a sample of the biological material with a recognized depositary
institution is required if a subject matter of an invention is biological material or its
utilization, which is not available to the public and which cannot be described in the
application in such a manner as to enable the invention to be performed by a person skilled in
the art.

(Act No. 435/2001 Coll. on Patents, Supplementary Protection Certificates and on
Amendment of Some Acts (The Patent Act) as Amended, Article 38(1))

The application as filed must contain information as it is available to the applicant on
the characteristics of deposited biological material and must state the name and the seat of the
recognized depositary institution, as well as the accession number of the deposited sample.

(The Patent Act, Article 38(1)(b) and Article 38(1)(c))

In case of doubts about accessibility of the biological material to the public or about
sufficiency of description pursuant to Article 38(1), it shall be deemed that the accessibility
condition or the sufficiency of description condition is not met unless proved otherwise. In
accordance with the practice followed, the applicant must on the basis of the notice of the
Office submit a copy of the receipt of the deposit of the biological material.

(The Patent Act, Article 38(6))

2. Time of Deposit

The deposit of the biological material in a recognized depositary institution must be
made not later than on the date of filing the patent application.

(The Patent Act, Article 38(1)(a))

3. Duration of Storage

No provision.
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4. Conditions for the Furnishing of Samples

(i)  Time of Availability of Samples

A deposited biological material shall be available by providing a sample upon request
from the publication day of a patent application up to granting a patent.

(The Patent Act, Article 38(2))

A deposited biological material shall be available by providing a sample upon request
after granting a patent irrespective of its cancellation or lapse.

(The Patent Act, Article 38(3))

(i)  Restrictions for the Furnishing of Samples

A deposited sample may be provided only if a requesting person or independent expert
shall bind himself that during the term of a patent

(@ he shall provide neither sample nor material derived from it to third party,

(b) he shall utilize sample and material derived from it only for experimental
purposes, unless an applicant or a patent owner explicitly repeals this obligation for him.

(The Patent Act, Article 38(4))

An applicant shall be entitled upon request filed with the Office before publication of a
patent application to limit an access to deposited biological material for time limit of 20 years
from the day of filing an application only for independent experts for case that an application
would be refused or proceedings on application would be suspended.

(The Patent Act, Article 38(2) and Article 38(5))
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SI - SLOVENIA

Slovenian Intellectual Property Office
Kotnikova 6
1000 Ljubljana

Mailing address:
P.O. Box 206
1002 Ljubljana

Telephone: (386-1) 620 31 00
Telefax: (386-1) 620 31 11
E-mail: sipo@uil-sipo.si
Internet: http://www.uil-sipo.si

1. Requirements for Deposit

If an invention relates to biological material which is not available to the public and
cannot be described in a manner to be carried out by a person skilled in the art, the description
of the invention shall be supplemented by a certificate of the deposit of biological material
with an international depository authority under the Budapest Treaty.

(Industrial Property Act, 2001, as last amended in 2006, Article 87(3))

The patent application must include all information on biological material that are
known to the applicant, and should state the name and address of the international depository
authority, the accession number given to the deposit by that authority and the date of deposit.
(Regulations Concerning the Contents of Patent Applications and the Procedure for Divisional

Patents, 2001, Article 10(b), (c))

2. Time of Deposit

A sample of biological material must be deposited no later than the date of filing of the
patent application.

(Regulations Concerning the Contents of Patent Applications and the Procedure for Divisional
Patents, 2001, Article 10(a))

3. Duration of Storage

No specific provision. However, as ensues from Article 12 of Regulations Concerning
the Contents of Patent Applications and the Procedure for Divisional Patents, and
Article 112(1)(b) of Industrial Property Act, the term of deposit shall not expire prior to the
term of the patent.
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4. Conditions for the Furnishing of Samples

(i)  Time of availability of Samples

A deposited sample of biological material is available upon request from the date of
publication of the patent application to any person fulfilling the conditions for handling
biological material.

(Regulations Concerning the Contents of Patent Applications and the Procedure for Divisional
Patents, Article 11(1))

(if)  Restrictions Concerning the Furnishing of Samples

Biological material is available to any person under the following conditions:
(@) that the request is submitted to the Office in two copies;

(b) that the Office has certified on the request that the patent application referring to
the deposit of the biological material has been published, and that the requesting party is
entitled to the issue of a sample of that material;

(c) that the person making the request has undertaken vis-a-vis the owner of the
patent not to make the requested sample of deposited biological material available to any third
party and to use that sample, before the expiry of the patent, for experimental purposes only.

The Office transmits a copy of the request, with the certification attesting to the
publication of the patent application referring to the deposit of the biological material and the
entitlement of the requesting party to the issuance of a sample of biological material, to the
international depository authority and to the owner of the patent.

(Regulations Concerning the Contents of Patent Applications and the Procedure for Divisional
Patents, Article 11(2), (3))
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ZA -SOUTH AFRICA

Companies and Intellectual Property Commission (South Africa)
77 Meintjies Street

Block F

Sunnyside

Pretoria 0002

Mailing address:
Private Bag X400
Pretoria 0001

Telephone: (27-12) 394 50 72, 394 50 74
Telefax: (27-12) 394 04 48

E-mail: ezdravkova@cipc.co.za
Internet: http://www.cipc.co.za

1. Requirements for Deposit

If the complete specification accompanying a patent application claims as an
invention a microbiological process or a product thereof, and requires for the
performance of the invention the use of a microorganism which is not available to the
public on the date of lodging the application and which cannot be made or obtained on
the basis of the written description in the specification, a culture of the microorganism
must be deposited with a depositary institution which has acquired the status of
international depositary authority under the Budapest Treaty.

The complete specification must state the name of the international depositary
authority with which the culture was deposited, the date of deposit and the accession
number given to the deposit by the international depositary authority. This information
may be added to the patent specification at any time before the date of publication or
before the opening to public inspection of the patent application, whichever is the
earlier.

The complete specification, as lodged, must give such relevant information as is
available to the applicant on the characteristics of the microorganism.

(Patents Act No. 57 of 1978, Section 32(6); Patent Regulations 1978, as amended to
1997, Rule 28A(1) and (2))

2. Time of Deposit

A culture of a microorganism must be deposited not later than the date of filing of
the patent application.

(Patent Regulations, Rule 28A(1)(a))
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3. Duration of Storage

No provision.

4. Conditions for the Furnishing of Samples

(1) Time of Availability of Samples

The communication in the patent specification of the information concerning the
microorganism is considered as constituting the unreserved and irrevocable consent of
the applicant to make the deposited culture available to the public from the date of
publication or after the opening to public inspection of the patent application, whichever
is earlier.

(Patent Regulations, Rule 28A(3))

(if)  Restrictions Concerning the Furnishing of Samples

A sample of the deposited culture is furnished to any requesting party from the
date of publication or after the opening to public inspection of the patent application,
provided that the requesting party makes a valid request therefor to the international
depositary authority with which the culture is deposited.

A request for the furnishing of a sample of the deposited culture is valid if it is
made on Patents Form P23 on which the Registrar has certified that a patent or patent
application referring to the deposit of the culture has been published or has come open
to public inspection and that the requesting party is entitled to the furnishing of a sample
of the deposited culture.

The Registrar does not make the certification unless the Registrar has received an
application on a Patents Form P24 requesting the certification. The application must
contain an undertaking from the requesting party vis a vis the patentee that the
requesting party will not make the deposited culture, or any culture derived therefrom,
available to any third party until the patent ceases to have effect by way of expiration,
revocation, voluntary surrender, or lapsing without the possibility of renewal in
accordance with Section 46 of the Patents Act.

The undertaking vis a vis the patentee does not prevent the requesting party from
depositing with an international depositary authority a derived culture or the culture
itself necessary for the purpose of complying with section 32(6) of the Patents Act.

A derived culture is deemed to be any culture of the microorganism which
exhibits those characteristics of the deposited culture which are essential to the carrying
out of the invention described in the complete specification in which reference is made
to the deposited culture.

(Patent Regulations, Rule 28A(4)(5)(6)(7) and (8))
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ES - SPAIN

Spanish Patent and Trademark Office
Paseo de la Castellana, 75
28071 Madrid

Telephone: (34-91) 902 157 530
Telefax: (34-91) 349 55 97
E-mail: informacion@oepm.es
Internet: http://www.oepm.es

1. Requirements for Deposit

If an invention concerns biological material which is not available to the public or
involves the use of it, and which cannot be described in the patent application in such a
manner as to enable the invention to be carried out by a person skilled in the art, the invention
shall only be regarded as being disclosed as prescribed in Article 25.1 if the following
requirements are met:

(@) asample of the biological material has been deposited not later than the date of
filing of the application with a recognized depositary institution. In any case, all international
depositary institutions having this status in conformity with Article 7 of the Budapest Treaty
on the International Recognition of the Deposit of Microorganisms for the Purposes of Patent
Procedure of April 28, 1977, will be recognized.

(Spanish Patent Law, Article 25(2)(a))

2. Time of Deposit

The deposit must be made not later than the date of filing of patent application.

(Spanish Patent Law, Section 25(2)(a))

3. Duration of Storage

No provision.
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4. Conditions for the Furnishing of Samples

Time of Availability of Samples

Biological material deposited in accordance with Article 25 shall be available:

Before the first publication of the application, only to any person having the right
to inspect the files under Acrticle 44.

Between the date of publication of the patent application and the date of granting,
to any person upon request or only by the issue of a sample to an expert
nominated by the applicant, if he so wishes.

After the granting of the application, to any person upon request, even if the
patent expires or is refused.

Said access shall be provided only if the requester has undertaken during the time

as the patent application is valid:

a.

(3)

Not to make the biological material or any biological material derived there from
available to any third party.

And to use that material for experimental purposes only, unless the applicant for
or proprietor of the patent expressly waives such an undertaking.

In case of withdrawal or refusal of the patent application, the availability shall be

limited, upon request of the applicant and during twenty years, to an independent expert.

(Spanish Patent Law, Article 45)
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SE - SWEDEN

Swedish Patent Office
Vahallavégen 136
Stockholm

Mailing address:
P.O. Box 5055
102 42 Stockholm

Telephone: (46-8) 782 25 00
Telefax: (46-8) 666 02 86
E-mail: prv@prv.se

Internet: http://www.prv.se

1. Reguirements for Deposit

If an invention refersto a biological material which is neither generally available
nor can be described in the application in such a manner that a person skilled in the art
using the teachings of the document could exercise the invention; or if the invention
includes the use of such amaterial, the biological material shall be deposited on the day
the application is made, at the latest. Thereafter the biological material shall be made
continuously available at the depositary institution so that those who are entitled by this
law to obtain a sample of the material can have their sasmple delivered to them within
Sweden. The government prescribes where the deposits may be made. If a deposited
biological material ceasesto be viable or if for any other reason a sample cannot be
supplied from the material, it may be replaced by a new deposit of the same biological
material within the time and in the manner prescribed by the government. Once thisis
done, the new deposit is considered to have been made when the earlier deposit was
made. Law (2004:159).

(Patents Act, Section 8 (a))

2. Time of Deposit

The biological material shall be deposited on the day the application is made, at
the latest.

(Patents Act, Section 8 (a))

Such adeposit asreferred to in Section 8afirst paragraph of the Patent Act is
made in an institution which is an international deposit authority in accordance with the
agreement decided upon in Budapest the 28 April 1977 regarding the international
recognition of the deposit of micro-organismsin connection with patent cases (The
Budapest Treaty).

The deposit is made according to the Budapest Treaty.
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The patent office establishes alist of those institutions which are international
deposit authorities according to the Budapest Treaty.

(Patent Decrees, Section 17 (a))

3. Duration of Storage

The deposit is made according to the Budapest Treaty.
(Patent Decrees, Section 17 (a))

If abiological material has been deposited in accordance with Section 8,
everyone, with the limitations described in this and the following paragraphs, has the
right to obtain samples from the material once the case has been made available to the
general public in accordance with the first, second or third paragraph. Thisisthe case
regardless of if the patent has been terminated or declared invalid. Samples may not be
given to a person who according to the law or another constitution may not be in
possession of the deposited material. Neither isit permitted to give a sample to a person
whose possession of the sample could be considered as an obvious risk with regard to
the material’ s destructive properties.

Until a patent has been communicated/granted or a patent application has been
processed without |eading to a patent, a sample from a deposit may only be given to an
expert in thefield, if the applicant permitsit. If the patent application is rejected or
withdrawn, the equivalent applies during a period of 20 years starting from the day the
application was submitted. The government prescribes the time scale within which a
reguest for confinement may be made and who of those persons who wish to obtain the
sample shall be appointed as the expert. A person who wishes to obtain a sample shall
submit both awritten request to the patent office and a statement, the contents of which
are prescribed by the government in order to prevent misuse of the sample. If the sample
may be given to only one particular expert, the statement is instead submitted by that
expert. Law (2004:159).

(Patents Act, Section 22)

4. Conditions for the Furnishing of Samples

(i) Time of Availability of Samples

A sample of amicroorganism becomes available as from the date on which the
patent application is made available to the public.

If aculture of a microorganism has been deposited according to Section 8a, any

person has the right to obtain a sample from the culture after the documents have
become available to anyone in accordance with the following rules.

SE/2005



-3-

When 18 months have passed from the day when the patent application was filed
or, if priority is claimed, from the day from which priority is claimed, the documents
shall be available to anyone, even if the application has not been laid open to public
inspection. However, if adecision has been made to dismiss or reject an application,
the documents shall be made available only if the applicant requests that the application
be resumed, lodges appeal, or makes a petition pursuant to Section 72 or 73 of the
Patents Act.

At the applicant’ s request, the documents shall be made available earlier than set
out in the first and second paragraphs.

When the documents become available pursuant to either of the two
aforementioned circumstances, this fact shall be announced.

If adocument contains business secrets and if it does not concern the invention for
which a patent is sought, the Patent Authority, upon request and if there are special
reasons for this, may order that the document shall not be made available. If such a
reguest has been made, the document shall not be made available until the request has
been refused by a decision which has taken legal effect.

(Patents Act, Section 22)

(i) Restrictions Concerning the Furnishing of Samples

The patentee may request that a sample of the deposited microorganism be
available only to an expert in the art until the patent application has been laid open to
public inspection or has been finally decided upon without having been laid open to
public inspection. An expert is aperson whose nameisincluded in alist published in
the Patent Office for the purpose of handling samples of deposited microorganisms.

This does not mean, however, that samples are issued to anyonewho in
consequence of provisionsin alaw or other ordinance may not handle the deposited
microorganism. Nor does this mean that samples are issued to anyone whose handling
of the sample can be assumed to involve an evident risk in view of the harmful
properties of the organism.

(Patents Act, Section 22; Patents Decree, Section 25(b))

According to section 22 paragraph seven of the Patent Act, arequest that a sample
may only be given to a particular expert shall be made on the day that the technical
preparations to make the patent application available to the public are considered to
have been completed, at the latest.

The patent office establishes alist of suitable persons who have stated they are
willing to undertake the position of expert. The decision concerning which persons are
included in the list of experts shall be announced in the manner described in section 49.
If asample may only be given to one particular expert, it shall be stated in the
description of the sample who shall be appointed as the expert. A written statement shall
be attached to the description from the designated expert to the patent applicant
corresponding to the statement prescribed in section 25afirst-third paragraphs. If the
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description refers to samples which shall be given out according to section 22 paragraph
seven, second sentence, the Patent Act, the legally binding statement shall be valid for
20 years from the day the patent application was submitted. Those persons who are
named in the list may be appointed as experts or in specia cases a person accepted by
the patent applicant. Regulation (2004:162).
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CH - SWITZERLAND

Swiss Federal Intellectual Property Institute
Stauffacherstrasse 65/59g
3003 Berne

Telephone: (41-31) 377 77 77
Telefax: (41-31) 377 77 78
E-mail: info@ipi.ch

Internet: http://www.ige.ch

1. Requirements for Deposit

Where an invention concerning a microbiological process or a product obtained by such
a process entails the use or production of a microorganism to which the public does not have
access and which cannot be described in the technical documents in such a way as to enable a
person skilled in the art to carry out the invention, the applicant must supplement the
description of the invention by reference in it to the deposit of a culture of the microorganism.

(Ordinance on Patents for Inventions of 1977, as amended to 1987, (*Ordinance on Patents™)
Section 27(1))

2. Time of Deposit

The culture must be deposited not later than the filing date of the patent application.
The reference may be furnished within 16 months from the date of filing of the patent
application or, if priority is claimed, from the priority date.

(Ordinance on Patents, Section 27(2) and (5))

3. Duration of Storage

The provisions of Rule 9 of the Regulations under the Budapest Treaty are applied and
the duration of storage is a minimum of 30 years.

4. Conditions for the Furnishing of Samples

(i)  Time of Availability of Samples

No provision.
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(if)  Restrictions Concerning the Furnishing of Samples

The release of samples of a culture to third parties may be made subject to the condition
that those third parties communicate to the institution possessing the culture collection their
names and addresses for the information of the depositor and that they undertake:

(@ not to afford other persons access to the deposited culture or to a culture derived
therefrom;

(b) not to use it outside the scope of the Law;

(c) toprove, in the event of litigation, that they have not failed to honor their
undertakings under items (a) and (b).

(Ordinance on Patents, Section 27(6))
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TJ- TAJIKISTAN

Tajik Patent Office
14-a, Ainy Street
734042 Dushanbe

Telephone: (992-372) 27 59 87, 21 47 60
Telefax: (992-372) 2171 54,21 0404
E-mail: ncpi@ncpi.td.silk.org

Internet: http://www.tjpat.org

1. Requirements for Deposit

No provison.
2. Time of Deposit
No provision.
3. Duration of Storage
No provision.
4. Conditions for the Furnishing of Samples
No provision.

TJ1991
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MK -THE FORMER YUGOSLAV REPUBLIC OF MACEDONIA

State Office of Industrial Property
Veljko Vlahovic No. 11
1000 Skopje

Telephone: (389-2) 311 63 79
Telefax: (389-2) 313 7149
E-mail: mail @ippo.gov.mk
Internet: http://www.ippo.gov.mk

1. Reguirements for Deposit

If the patent application relates to microorganism which is not available to the public,
and which cannot be described in the application in such a manner as to enable the invention
to be performed by a person skilled in the art, shall be treated as described in sufficiently
precise and complete way, if the microorganism has been deposited with a competent
depositary institution with the requirements prescribed in the Budapest Treaty on the
International Recognition of the Deposit of Microorganisms for the Purposes of Patent
Procedure.

2. Time of Deposit

The microorganism has to be deposited with a competent depositary institution no later
than the filing date of the patent application. Filing the evidence for deposit of the
microorganism may of valid reasonsto be filed additionally, in terms of 90 days following the
date of filing the request for granting or from requested priority right or until the day of filing
the request for premature proceeding the application in case of dispute.

3. Duration of Storage

The microorganism must be stored by the international depositary during the whole
period of validity of the patent.
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4. Conditions for the Furnishing of Samples

(i) Timeof Availability of Samples

Since the day of publishing a granted patent, deposited microorganisms shall be
available to anyone, under the following conditions:

(1) Request to befiled in two copies at the Office;

(2) Upon request, the Office to confirm that a patent application was filed, in which
applicant refer to the viable biological material or microorganism that has been deposited, as
well that the person who has made a request has aright to ask release of the materia;

(3) Theapplicant to oblige himself at the Office and at the applicant of the patent applicant
that he shall not make available to athird person the requested material before expiry of the
period for which the patent isin force;

(4) The person who has made the request to oblige himself at the Office and at the applicant
of the patent application that he shall use the requested material exceptionally for
experimental or research goals, since the procedure for granting a patent shall not be ended
not matter of the results from the research, except when the request is based on the ground of
issued enforce license.

(5) The Office shall send to the authorized institution one copy of the request and certificate
that the filed patent application for viable biological material or microorganism and that the
applicant has aright to release sample of the material.

(i) Restrictions Concerning the Furnishing of Samples

If the material isno longer available at the depositary authority, nor is transferred to
other depositary authority, shall be considered that the invention is not described in
sufficiently precise and complete way.

The Office shall not reject the patent application, if the following conditions are
fulfilled:

(1) If adepositor in term of 90 days from the day of receiving notification from a
depositary authority that the deposited material became unavailable, shall deposit
mi croorganism once more;

(2) If adepositor during the second deposit shall file signed statement that the deposited
material isthe same as the one previously has been deposited;

(3) If the Officein term of 90 days from the day of the repeated deposit, received copy of
the certificate issued from the depositary authority for deposit of microorganism, which
contain number of the patent application, or number of the patent to which deposit rel ates.

If the cause for unavailability of the material is no longer viable, it shall be deposited

again at the same depositary authority, and if other cause exist, than the material may be
deposited at the other depositary authority.
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If the authorized institution at which the material has been deposited, shall loose the
status of authorized institution or shall cease operating as an authorized institution for
depositing microorganisms in relation to certain kind of microorganismsor in general, a
depositor in terms of 6 months shall not be informed for the change, aterm of 90 days for re-

deposit shall begin from the day of publishing such change in the Official Gazette of the
International Bureauv.
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TT - TRINIDAD AND TOBAGO

Intellectual Property Office
3" Floor, Registration House
72-74 South Quay

Port of Spain

Telephone: (1-868) 625 99 72
Telefax: (1-868) 624 12 21
E-mail: info@ipo.gov.tt
Internet: http://www.ipo.gov.tt

1. Reguirements for Deposit

No provision.
2. Time of Deposit
No provision.
3. Duration of Storage
No provision.
4, Conditions for the Furnishing of Samples
No provision.
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TN - TUNISIA

National Institute for Standardization and Industrial Property
Cité El Khadhra
1003 Tunis

Mailing address:
B.P. 23
Tunis— Belvédere

Telephone: (216-71) 78 59 22

Telefax: (216-71) 78 15 63
E-mail: INORPI@email.ati.tn

1. Requirementsfor Deposit

No provision.
2. Time of Deposit
No provision.
3. Duration of Storage
No provision.
4. Conditions for the Furnishing of Samples
No provision.
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TR -TURKEY

Turkish Patent Institute
Necatibey Cad. No. 49
06440 Kizilay

Ankara

Telephone: (90-312) 303 10 00, 303 11 82
Telefax: (90-312) 232 54 37

E-mail: info@turkpatent.gov.tr

Internet: http://www.tpe.gov.tr

1. Requirements for Deposit

No provision.
2. Time of Deposit
No provision.
3. Duration of Storage
No provision.
4. Conditions for the Furnishing of Samples
No provision.
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UA — UKRAINE

Ukrainian Institute of Industrial Property
1, Hlazunova Street

Kyiv 42

01601 Ukraine

Telephone: (380-44) 494 05 05, 494 05 04

Telefax: (380-44) 494 05 06 (general matters)
(380-44) 494 05 35 (application processing)

E-mail: office@ukrpatent.org

Internet: http://www.ukrpatent.org

Provisions on the procedure for the deposit of microorganisms in connection
with patent applications are contained in the Regulations on the Filing of Applications
for Patents and Utility Models in Ukraine, No. 173/5364 of February 27, 2001, and in
the Instructions on Deposit in Ukraine of Strains of Microorganisms for the Purposes of
Patent Procedure, No. 286/822, of August 4, 1995.

Information on the above provisions may be obtained from the State Department
of Intellectual Property (see above).
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GB - UNITED KINGDOM

Intellectual Property Office

Room 2Y44

Concept House

Cardiff Road

Newport, South Wales NP10 8QQ

Telephone: (44-1633) 81 40 00
Telefax: (44-1633) 814991
E-mail: information@ipo.gov.uk
Internet: http://www.ipo.gov.uk

1. Requirements for Deposit

The deposit of biological material must be made if an invention which involves the use
of or concerns biological material is not disclosed in a manner which is clear enough and
complete enough for the invention to be performed by a person skilled in the art. In addition
to the requirement for a deposit, the specification of the patent application as filed must
contain such relevant information as is available to the applicant on the characteristics of the
biological material.

The name of the depositary institution, the date where the material was deposited and
the accession number of the deposit should be given in the specification of the patent
application or patent. The latest date such information may be added to the specification is
whichever expires first of:

- the period of 16 months after the declared priority date or, where there is not declared
priority date, the date of filing of the application;

- where the applicant has requested accelerated publication under section 16(1), the date
of that request;

- where in accordance with rule 52(2) the comptroller notifies the application that a
request has been made for information or inspection of documents under section 118(4), the
period of one month from the date of that notification.

(Patents Rules 2007, rule 13(1) and Schedule 1, paragraphs 2 and 3)

2. Time of Deposit

The deposit must be made on or before the date of filing the patent application.

(Patents Rules 2007, rule 13(1) and Schedule 1, paragraph 3(1)(a))
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Where the biological material ceases to be available at the depositary institution
because:

(i) itisno longer viable;

(if) the depositary institution is unable to supply the biological material; or

(iii) the place where the biological material is deposited is no longer a depositary
institution for that type of material (whether temporarily or permanently);

then a new deposit must be made within three months of the date of the depositor is notified
of (i), (i), or (iii), or, where it expires later, within three months of the date of advertisement
of (i), (ii), or (iii) in the journal. The deposit should be accompanied by a signed statement
that the biological material is the same as that originally deposited. Within the same time
period the applicant or proprietor must apply to the comptroller to amend the specification of
the patent application or patent so that it provides the appropriate details. Where the
biological material ceases to be available because it is no longer viable then the new deposit
should be made at the depositary institution where the original deposit was made.

If the biological material is transferred to a different depositary institution then the
specification must also be amended within three months of the date the depositor is notified
or, where it expires later, within three months of the date of advertisement in the journal.

(Patents Rules 2007, rule 13(1) and Schedule 1, paragraph 8)

3. Duration of Storage

No provision.

4. Conditions for the Furnishing of Samples

(i)  Time of Availability of Samples

A sample of deposited biological material may be requested:

(@) before publication of the relevant patent application, by a person to whom
section 118(4) applies and who has made a request under section 118(1) and

(b) after publication, by any person.
A request must be made on Patents Form 8.

(Patents Rules 2007, rule 13(1) and Schedule 1, paragraph 4)
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(i)  Restrictions Concerning the Furnishing of Samples

A request for a sample of biological material must include an undertaking:

(@ not to make the biological material, or any material derived from it, available to
any other person; and

(b) not to use the biological material, or any material derived from it, except for
experimental purposes relating to the subject matter of the invention.

The patent applicant or proprietor may agree to limit the effect of the undertaking in a
particular case. The undertaking will cease to have effect when the application for a patent is
terminated or withdrawn (but it will continue to have effect if the application is reinstated or
resuscitated) or when the patent ceases to have effect.

(Patents Rules 2007, rule 13(1) and Schedule 1, paragraph 5)

Before the preparations for publication of a patent application under section 16 have
been completed, the applicant may give notice to the comptroller on Patents Form 8A that a
sample of the biological material should only be made available to an expert. This restriction
lasts until the date on which the patent is granted or, where the application is terminated or
withdrawn, for 20 years from the date of filing. A similar restriction applies in relation to an
international application for a patent (UK) where the applicant has made reference to the
deposited biological material in accordance with the Patent Cooperation Treaty.

(Patents Rules 2007, rule 13(1) and Schedule 1, paragraph 6)

A request for a sample to be made available to an expert must be made on Patents
Form 8 and must include details of the expert, who must have given undertakings in
accordance with subparagraphs (a) and (b) above. Before the end of the period of one month
beginning with the date on which a copy of Patents Form 8 is sent to the application by the
comptroller, the applicant may give notice of his objection to the particular expert, and where
he objects the comptroller shall determine the matter.

(Patents Rules 2007, rule 13(1) and Schedule 1, paragraph 7)
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US - UNITED STATES OF AMERICA

United States Patent and Trademark Office (USPTO)
600 Dulany Street
Alexandria, VA 22314

Mailing address:

Director of the U.S. Patent and Trademark Office
P.O. Box 1450

Alexandria, VA 22313-1450

Telephone: (1-571) 272 10 00
Telefax: (1-571) 2738300
E-mail: IP.Policy@uspto.gov
Internet: http://www.uspto.gov

1. Requirements for Deposit

The applicant must deposit the biological material with a depositary authority, if
the biological material is required to make and use the invention and the biological
material is either not known or readily available to the public, or could not have been
made or isolated without undue experimentation at the time the invention was made.
The depositor may make the required deposit in an international depositary authority
recognized under the Budapest Treaty or in a depositary institution recognized by the
USPTO and meeting the same requirements.

(37 CFR 1.802 and 1.803; U.S. Patent and Trademark Office, Manual of Patent
Examining Procedure, 2001, Sections 2402 and 2404)

2. Time of Deposit

The deposit of the biological material must be made by the time the patent issue
fee is paid, but the USPTO strongly encourages the deposit to be made on or before the
filing date of the application.

(37 CFR 1.804 and 1.809(c); Manual, Sections 2406 and 2411.03)

3. Duration of Storage

A deposit must be made for a term of at least 30 years after the date of deposit
and at least five years after the most recent request for furnishing a sample of the
deposit.

(37 CFR 1.806; Manual, Section 2408)
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4. Conditions for the Furnishing of Samples

(i) Time of Availability of Samples

The deposited biological material must be made available to the public at the
date of the grant of the patent.

(37 CFR 1.808; Manual, Section 2410.01)

The deposited biological material may be made available during pendency of the
patent application which makes reference to the biological material if the person
requesting a sample is determined by the USPTO to be entitled thereto. Upon such
determination, the Director of the USPTO will make the certification referred to in
Rule 11.3(a) of the Regulations under the Budapest Treaty in respect to that person, and
will send a copy of the request, together with the certification, to the person who filed
the request.

(37 CFR 1.808(a)(1))

(i) Restrictions Concerning the Furnishing of Samples

Any restriction of public access to samples of deposited biological material must
be irrevocably removed as of the date of grant of the relevant patent.

(37 CFR 1.808(a)(2) and Manual, Section 2410.01)
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UZ - UZBEKISTAN

State Patent Office of the Republic of Uzbekistan
2a, Toitepa St.
100047 Tashkent

Telephone: (998-71) 232 00 13
Telefax: (998-71) 233 45 56
E-mail: info@patent.uz
Internet: www.patent.uz

1. Requirements for Deposit

No provision.
2. Time of Deposit
No provision.
3. Duration of Storage
No provision.
4, Conditions for the Furnishing of Samples
No provision.
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AP — AFRICAN REGIONAL INTELLECTUAL
PROPERTY ORGANIZATION (ARIPO)

11 Natal Road
Belgravia
Harare
Zimbabwe

Mailing address:
P.O. Box 4228
Harare

Telephone: (263-4) 79 40 54, 79 40 65, 79 40 66, 79 40 68, 79 40 74
Telefax: (263-4) 794073,794072

E-mail: mail@aripo.org, aripo@ecoweb.co.zw

Internet: http://www.aripo.wipo.net

1. Requirements for Deposit

(Harare Protocol, Section 3(1A), Rule 6bis.1, Rule 6bis.(4))

2. Time of Deposit

(Harare Protocol, Rule 6bis.1(b)(i), Rule 6bis.(2)(a))

3. Duration of Storage

No provision.

4. Conditions for the Furnishing of Samples

(Harare Protocol, Rule 6bis.2, Rule 6bis.3)
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EA - EURASIAN PATENT ORGANIZATION (EAPO)

2, M. Cherkassky per.
Moscow 109012
Russian Federation

Telephone: (7-495) 411 61 50
Telefax: (7-495) 621 24 23
E-mail: info@eapo.org
Internet: http://www.eapo.org

1. Requirements for Deposit

(1) The Eurasian application shall disclose the invention in a manner sufficiently
clear and complete for the invention to be carried out by a person skilled in the art.

(2) Where the Eurasian application relates to a biotechnological product or a process
involving the use of such a strain that cannot be disclosed in the application in a manner
sufficiently clear and complete for invention to be carried out by a person skilled in the art
and there is no free access to such biotechnological product, the application shall contain
information or a document evidencing the deposit of such a biotechnological product with a
competent depositary authority in accordance with the Budapest Treaty on the International
Recognition of the Deposit of Microorganisms for the Purposes of Patent Procedure of
April 28, 1977, or with any other depositary institution recognized by the Administrative
Council.

(Rule 11 of the Patent Regulations under the Eurasian Patent Convention (EAPR))

2. Time of Deposit

The deposit shall be effected no later than on the filing date of the Eurasian application.
(Rule 11 EAPR)

Where the application claims a priority and where the invention, in order to be
sufficiently disclosed, requires a deposit, that deposit must have been made not later than the

date of filing of the previous application whose priority is claimed.

(Item 2.5.6.4.1 of the Rules of Compilation, Filing and Consideration of Eurasian applications
at the Eurasian Patent Office)
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3. Duration of Storage

As provided for in Rule 9 of the Budapest Treaty.

4. Conditions for the Furnishing of Samples

No provision.
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EP - EUROPEAN PATENT ORGANISATION (EPO)

Erhardtstrasse 27
80469 Munich
Germany

Mailing address:
80298 Munich

Telephone: (49-89) 2399-0
(49-89) 2399-5221 (Directorate International Legal Affairs)
(49-89) 2399-5211 (Directorate Patent Law)

Telefax: (49-89) 23 99 4560

E-mail: info@epo.org; International _legal_affairs@epo.org

Internet: http://www.epo.org

1. Requirements for Deposit

If an invention which is the subject of a European patent application involves the use of
or concerns biological material which is not available to the public and which cannot be
described in such a manner as to enable the invention to be carried out by a person skilled in
the art, the applicant must make the deposit of the biological material with a recognized
depositary institution on the same terms as those laid down in the Budapest Treaty
(Rule 31(1)(a) EPC).

Furthermore the depositary institution and the accession number of the deposited
biological material shall be stated in the application and where the biological material has
been deposited by a person other than the applicant, the name and address of the depositor
shall be stated in the application and a document shall be submitted to the EPO providing
evidence that the depositor has authorized the applicant to refer to the deposited biological
material in the application and has given his unreserved and irrevocable consent to the
deposited material being made available to the public (Rule 31(1)(c), (d) EPC).

This information may be submitted:

- within a period of 16 months after the date of filing of the European patent application or,
if priority is claimed, after the priority date; this time limit is deemed to have been met if
the information is communicated before the technical preparations for publication of the
application are completed (Rule 31(2)(a) EPC);

- up to the date of submission of a request for early publication of the application under
Acrticle 93(1)(b) EPC;

- within one month after the EPO has communicated to the applicant that a right to
inspection of the files, pursuant to Article 128(2) EPC, exists (Rule 31(2)(b) EPC).
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The ruling period is the one which is the first to expire. The communication of this
information is considered as constituting the unreserved and irrevocable consent of the
applicant to the deposited biological material being made available to the public in accordance
with Rule 33 EPC (Rule 31(2)EPC).

The EPO publishes in its Official Journal the list of depositary institutions and experts
recognized for the purpose of Rules 31 to 34 EPC (Rule 33(6) EPC).

Requirements for New Deposit of Biological Material

If biological material deposited in accordance with Rule 31 EPC ceases to be available
from the recognized depositary institution, an interruption in availability shall be deemed not
to have occurred:

- if a new deposit of that material is made with a recognized depositary institution on the
same terms as those laid down in the Budapest Treaty, and

- if a copy of the receipt of the new deposit issued by the depositary institution is forwarded
to the EPO within four months of the date of the new deposit, stating the number of the
European patent application or the European patent.

(Rule 34 EPC)

2. Time of Deposit

A sample of the biological material shall be deposited not later than the date of filing of
the European patent application (Rule 31(1)(a) EPC).

Where the European patent application claims a priority, the deposit of the biological

material must have been made no later than the date of filing of the previous application
whose priority is claimed.

3. Duration of Storage

As provided for in Rule 9 of the Budapest Treaty and in point 11 of the bilateral
agreements between the EPO and the depositary institutions (at least five years after the most
recent request for furnishing a sample of the deposited biological material and in any case at
least thirty years after the date of deposit).

4. Conditions for the Furnishing of Samples

(i)  Time of Availability of Samples
The deposited biological material becomes available upon request to any person from

the date of publication of the European patent application and to any person having the right
to inspect the files pursuant to Article 128(2) EPC, prior to such date (Rule 33(1) EPC).
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(i)  Restrictions Concerning the Furnishing of Samples

(@) Undertaking of the Requester vis-a-vis the Applicant or the Proprietor of the Patent

A sample of the deposited biological material can only be issued to the requesting party
if such a party undertakes vis-a-vis the applicant or the proprietor of the patent:

- not to make the deposited biological material or any biological material derived therefrom
available to any third party and

- to use the deposited biological material or any biological material derived therefrom for
experimental purposes only, until such time as the patent application is refused or
withdrawn or is deemed to be withdrawn, or before the European patent has expired in the
designated State in which it last expires,

unless the applicant or the proprietor of the patent expressly waives such an undertaking.

The undertaking to use the biological material for experimental purposes only does not
apply in so far as the requesting party is using the culture under a compulsory license. The
term “compulsory license” includes ex officio licenses and the right to use patented inventions
in the public interest.

(Rule 33(2) EPC)

(b) Expert Solution

Until completion of the technical preparations for publication of the application, the
applicant may inform the EPO that:

- until the publication of the mention of the grant of the European patent or, where
applicable,

- for twenty years from the date of filing if the application has been refused or withdrawn or
deemed to be withdrawn,

the availability of the deposited biological material referred to in Rule 33 EPC is effected only
by the issue of a sample to an expert nominated by the requester.

(Rule 32(1) EPC)
May be nominated as an expert:

- any natural person provided that the requester furnishes evidence, when filing the request,
that the nomination has the approval of the applicant;

- any natural person recognized as an expert by the President of the EPO.
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The nomination must be accompanied by a declaration from the expert vis-a-vis the
applicant in which he enters into the undertaking given pursuant to Rule 33 EPC until either
the date on which the patent expires in all the designated States or, where the application has
been refused, withdrawn or deemed to be withdrawn, until the date referred to in
Rule 32(1)(b) EPC, the requester being regarded as a third party.

(Rule 32(2) EPC)

c) Request for the Issue of a Sample of Deposited Biological Material

The request of a sample of the deposited biological material must be submitted to the
EPO on a form recognized by that Office:

- EPO Form 1140: Request for the issue of a sample of deposited biological material

- EPO Form 1141: Declaration for the purposes of obtaining a sample of deposited
biological material

- EPO Form 1142: Request for deposited biological material to be made available by
issuing a sample to an expert

The EPO certifies on the form that a European patent application referring to the deposit
of the biological material has been filed, and that the requester or the expert nominated by him
is entitled to the issue of a sample of that material. After grant of the European patent, the
request must also be submitted to the EPO (Rule 33(4) EPC).

The EPO transmits a copy of the request, with the certification, to the depositary
institution as well as to the patent applicant or the proprietor of the patent (Rule 33(5) EPC).

EP/2009
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