e

P2k E 2 HOS
- : SPEN

11-1430000-001942-14

33k2| BEHNAE M08

SoT

skl SXSH

Disclosure of origin in patent application

2023. 11.

= o
Korean Intellectual Property Office






9 Contents

RO 2 &
TR ED oo 3
QU U+ 8

[QOFZE] EXEI| ZEH ZIPH BHE SHS o 10
[QOFE] HIKHE 2T} BZF overererens s 14
= ENMSIH 2 EE
OFAJOF eerereseeseeses e 17
3=, Yk, AZHAOL 7|27|AAR, HelH, HES
................................................................................................... 33
FEOY, &0, #oE, ZgA, =9, 0[Z=|0r, ==290], FOHOF,
AIQI, ARH, APA
............................................................................................... 57
E, TAEEPL FHE HIREE, D0 HF
73

SE0, XNRE, OIZE, OE|2I0L, LOH[O, HOIEE|7t Seot=,

AME0f, I}, HiOtF, ZH[OF






<[

{0
i
il
o
ok
of}

KJ

Al EXISH]

d

oFd
il

S

E







g | QNI U B3 MSTIA ABSH 23t IMSE

> WECHYHETY
(Convention on Biological Diversity, CBD, 19934 &%)
o RUXFR0| CHEH F7te| FHA H2E QY
o QUXAS 018317| 010l HMB=2 Lo M2t ARSES(Prior Informed
Consent, PIC)2 =lSof{oF &t

o REAH 0|20 ME 0/YS ME=1 St SEHM SFol/| oM &=
o|E(Mutually Agreed Terms, MAT)Of| M2 AtS AMZsHoF &
o Ra|L{2te] AL '94E 108 71, 95 18 1Y =4 ERE

> MECIYY §of B4 QUL st M2 ¥ 1 0|2C2EE LMsk=
o|2le] 3¥ot S R0l st LIN0F oPHA
(Nagoya Protocol, 20104 XH{EH)

:|
of M2 % 0/o RO V3t THHO|T W3 Y,

o 2t GRS QUS| B2 Y d st QUE,
TR, Y 52 Oieol &

o LaLtats 11 98 MBIT, 141 HIFSIAON, 17 5Y 19 HIZMES
Qo AIRR0) V|6 1174 8 17URE TARS| K9S 2

o Q3Ltte LIotpEAMSl B oS 2IsH ‘REARe H2-01g % 0l
SR0I E WES MISIAT 174 8 1790 S ¥ES AYE

> HIAIXIATHARAY |7 HEZES(2(WIPO IGC)
o '0041 4%, QAKX H5{0| HBZT 01T A0I9| 0]0] BR ot U AT

o

235 dets 01| 2ol =
o S5 ¢ Al O AMEE REAE F= HH HSKA EX S7H R0
et =9

J0

gal
>
1o
$e
el
i
2
ofm
pal
s
am
ol
T
rio
>
[}
o
=



JlEd o ABS JI2 EiH

3=

A HE A= B2 Aiﬁll‘%ﬂ e
S2 YUl e RFEAA
E RUAE =S A=
-1 O

HISXt

(EXXAZSH)

\/

Mo 3

L KRR EXSM oo

Disclost
ure of origin
iin in patent application



=

0[8=

@2
B0z
(T:'I@E "
LAMUE 5) A0
5) el -
Xt

OFS s

DAE
Ol-_d%j_AO
i
OME 0
1§ |_9_ =2
g o
g 8|
A2
s 310
3101
-
DPEREE:
e

GEx:
e
o 0f

®0[ze
O LR
g

o
H
riok
X

Ho
=
>
rio
|
el
i
=
ofm
pal
s
Im
_q£



-~
t
2

HT

Jim

ot

M

ri0

=

Mk

ut

OH

=

o Y Alo| EXTTHE FAWIR
o QXIRIS U TR HEXMS 0183t US| ol S3f S SH= A Y RXAI
(EE 22 MEXA)O] UNZ E= EHO| BE HHS Tt XY

> EXNSME sk= OIf7F FANR

o CBDE} Lt110F IFZMO| M FEARE Ciet S H 0[Z0A 2y

Sdot1l &8 éf | 3H0F g

XL EE & 1%% Ef71|01| M Iﬂf% 2 &E JS%Il’il—l EXE S

U 54 o7 50 8

o E3h WIPO IGCOME REAE H & S0

| &8
0| U= B2 %K14-7H7f O|FellE UHEQ MZ=AUS FHlotd

2w 3|9 HAJ)

> EXNTHE QFsH= 27H=?

10
@©
(@)
°
)
Q
7
I
0Z
ﬁ
ol
E
40
ol
=
|‘>
lgg

0’23 108 7|, REAEL AtA SSH 221l 3274=0] HH ILHES Sl
k=)

=R
SXSH0| et WES e



o R0 et M LANNSES

2l
A, MAT)2 HS=9| 23 S ™R o2t FoiE

o NES=9| =7IH=7| 2 Z7tY7 |20 H=o10] 2 HInt AYXXIE AL

olo{of gt
D> Z7I7 |8t 7|2 MH:
ABS Clearing-House(https://absch.cbd.int/countries)

> el £9 A 7|2y
o QEAY U WA WS XD oIRa 0120 et 2l0| T3

o XTIt QT5t EHof U AL, EMTO hA € Y W0 7 AR

et £1010] L3
o E5l, BMTJY O B0l Al HBE= HH YW T St SHI0| WL
o SMTI0 T3t LIZS KA ZRALETH OfLI2t QEKIR BRALOIE 7|KHlof
A= BTt US

> EX3M 27 2712 E5iEd 24 F&:
ABS Clearing-House(https://absch.cbd.int/countries)
> SHXIH ABS 2} siel S 23 J|EPdRE

o Z 29| FMAE ABS ¥ EX3/H 59 HE -HYEX| FEH= ABS Clearing-
House &0t OfL2t

o 20| IylGlay|Y TE WiHeES S5 22 4 US
o Dia 9ol T WA WHIXIS 9ol £ RS S5 L 4 o= TS 2Lt

=/IA7|H0|L =7H7 | 20| 22/510 15 &~ AS

> 2|2t ABS Contact Point ME:
& & X} https://absch.cbd.int/en/countries/KR/NFP
HYEX: https://absch.cbd.int/en/countries/KR/CNA



Q&A

> HIE 0| F7Iet EH= B2, 0/Y 7= UH SHOF sk=7f?

— L——

00|19 SR oAM= BIEAl ARHO| & XS HAGHA| 241 UAS

- 3Lt RTXHO| “0|(utilization) It “S&6k= 22 U AF23Ksubsequent
applications and commercialization)” 257t 0|2 &) &

o HIE=0| ZLES Soff ASESUS| =d & olL=Z 0|9 S7 A H&Es 2+
ot 8%/t UAS = US

= HE Al 01HHTt 0]y 37

- 1202 YEXOZE 0|98 AESHE

Aotg MR &

= - O

(o]
neE rhorg

fo
d

o Mo
—.—_|_o ol

$0

18 L0l A0 012 BF A% A2 oo
Ol 2.

TN SAIO A0 A2
Ao et FRINEE ot A= 2= US

o2 0|F =g

op ©
=0

gjo

80| E0IX= Ate HALSE AU JUY0| 0]
=4 71580l =71 W20 Ak M2 Al7|0f Cet M= HHO|

FO Of o2t
4 40 Kl
o H
Wo >
no o

=

n

N

0

0

19
Ok
3o
X
10
(o
M
~
=2
3|_|
N
rir
N
=
=)
]
o
N
0o

7580l =2 8% 0l

|
0%
1%
ol



Q&A

S|

tof 0[2j0] 2y

SHX| 25

f

3

= oL, 48

k.

100

ol
i

100

o Lt110F O ZA0fAfS] "01¢]

oo
By

Aot

oln

<k
ol
oy
"

00

&1
of
el

OF
ol

- 224 ME=

o
=l

sk

=
=

A o

Ol

b=

Mo

(o]

Z&E| X

EF7|§-9§

AlHsk= 4

o

2.
S

0

ioJ

il

HERAL 7|E

%7 Rigg

Wk

-

ol



xt
OH
=
e
[
Hl
-~
e
IE
(1]
ret
otk

£

e
r
113
on

27t

S

KA

OFA[OF (67H=3)

P Patent Law of the people’s Republic of China (as amended
up to the Decision of December 27, 2008)

P Rules for the Implementation of the Patent Law of the
People’s Republic of China (revised by the Decision of
January 9, 2010)

S5l M2 2%

P The Patents Act, 1970 (as amended up to Patents (Amendment)
Act, 2005)

ol F&

dm

QI=LAOF | o7

P Law of the Republic of Indonesia No. 13 of July 28,
2016, on Patents

o]
BA

ojo

F|2I|AAEL | o2

P Law of the Kyrgyz Republic No. 116 of July 31, 2007, on
the Protection of Traditional Knowledge

HO
F/N=]

mem | 9e

p Philippine Technology Transfer Act of 2009 (Republic Act
No. 10055)

P Implementing Rules and Regulations of Republic Act No.
10055 (Joint Administrative Order No. 02-2010)

HO
F/N=]

p Circular No. 01/2007/TT-BKHCN of February 14, 2007,
guiding the Implementation of the Government's Decree
No. 103/2006/ND-CP of September 22, 2006, Detailing
and Guiding the Implementation of a Number of Articles
of the Law on Intellectual Property Regarding Industrial
Property

o]
BA

ojo

10 SHEX SHIM ==



R (REAE, 1074=)

p Directive 98/44/EC of the European Parliament and of
the Council of 6 July 1998 on the Legal Protection of
biotechnological inventions

do
o
re
i)
lo
1o

HS
HACT

P Law of March 28, 1984 on Patents

w9

HO
F/N=]

p Order No. 2111 of 24 November 2021, on Patents and
=] o= Supplementary Protection Certificates

o]
BA

ojo

p LOI n® 2016-1087 du 8 aott 2016, pour la reconquéte
kA fel]= de la biodiversité, de la nature et des paysages

43 FE RUAHEEE TSAA) &2 24X

P Patent Act as published on 16 December 1980 (Federal
Law Gazette 1981 | p. 1), as last amended by Article 2
T of the Act of 4 April 2016

HS
HACT

P Industrial Property Code (Legislative Decree No. 30 of
February 10, 2005, as amended up to Law No. 10829 of

OIZ2I0F 122y 29, 2021)

S AHEER EE ¥9), UHE

P Patents Act(Act No. 9 of December 15, 1967)
w290 | 9= (consolidated version of 2016)

L
Jélo—:! —EEE tgl:

p Implementing Regulations of the Patent Law No. 64/1991

P Law No. 64/1991 on Patents (as amended up to Law
FOLOE 1212 Ny g3/2014)

S6f 28 EE A

— TI
P Ley N° 24/2015, de 24 de julio, de Patentes
AQRL R
2
P Regulation (2004:162) Amending the Patents Decree
AQE o
2
P Ley N° 24/2015, de 24 de julio de 2015, de Patentes
AQA o

g

S5l 2% 7, 43




SHO| (2ttA SSH|, 674=)

P Decision No. 486 Establishing the Common Industrial

EMSH ofF= glekt

, PICAEIS A0S
oHYA ZEF|| g2 Property Regime (2000) HEs0} 3t
HZ R S8t
HO - -
=) £5 Ra
p Law No. 13.123 of May 20, 2015 ST oR=
p Decreto n° 8.772 de 11 de maio de 2016 que regulamenta | #2414 B S5'2
et 1= . . & 22U B0F &
a Lei n0 13.123, de 20 de maio de 2015 -
oo Al g3
BAOO
p Law No. 7788 on Biodiversity (as last amended by Law
FAERR|F} | 9= No. 8686 of November 21, 2008) -
£0 358 7
P Decree-Law No. 290 of November 20, 2011 on Inventions | <y oo
FH} oz and Industrial Designs and Models OfLIZ} PICE XIE
29 Ha2 715 e
P Reglamento Nacional al Régimen Comun de Acceso a los T
Recursos Genéticos en aplicacion a la Decision No. 392 HQNILE;T o
oAE2 | 9ge de la Comunidad Andina (Decreto Ejecutivo NO 905 de | roms s==
3 de octubre de 2011) E= O M2 HES
Y + A
HS
BACO
) Executive Decree No. 257 of October 17, 2006 regulating
Article 71 of the General Law on Environment (Law No.
optof oz 41 of July 1, 1998) _
MEHZL, g3, S+ T= YAl HA, F2 A oiX], 2 5219
NN E= I Ha
P Resolution approving the Complementary Provisions to
Decision 486 of the Andean Community Commission
it =3 = establishing the Common Regime on Industrial Property SO A%

(Legislative Decree No. 1075 of June 27, 2008).

HS
HACT

A= HE 9T

OZ2t7}- EfE (1074=)

p Law No. 1/13 Of July 28, 2009 Relating To Industrial | 242 E5iH9|
, : Halits BEC
=2r) [e]=} Property in Burundi T %7 (30)
Sold 2+ =
e

12

Disclosure of origin in

SR EXHSH
p—.



p Law No. 50/AN/09/6th Lof July 19, 2009, on the

pNL=1S o2 Protection _
Ed =23 1
p Law No. 82 of 2002 on the Protection of Intellectual
Property Rights
p Council of Ministers Resolution No. 1366 of 2003 issuing
0|RIE o Implementing regulations for Law No. 82 of 2002 on the igf%'gj;”jf_}
Protection of Intellectual Property Rights Books One, | =
Two and Four
He
=/ =]
P Access to Genetic Resources and Community Knowledge, | XAt £S0]
° R - U HEISOAE
oE|QIm|Ot | gl and Community Rights Proclamation No. 482/2006 osolor XA
A 22 s
P Industrial Property Act, 2012. No. 1 of 2012
LiojHjor | o2 -
£ol &
WL QEKI(EE
gotmazt | o P Patents Amendment Act 2005 (Act No. 20 of 2005) HERA)TIO| TE
2512 we o 0iE wolot ¢
A gt Al E5f FHa
P Intellectual Property Act 2011 SR wot ofLjet
AFZO oo H ¥ AME0 et
t=or | 9% 80 5H HE
=8 X 2301 7158
P The Industrial Property Act, 2014 fiigf“’ﬂ
ozict | 92 Jsce
= T _ ] ARICIIRIIR|
KA MO 28 Ex Fa w552
PICZH MATO]| of3t
Aefo| EsiEe
P Patents Act No. 2 of 2003 Y
2039 22
SsERp U
LOIE He
HEFORE | 84S £512 5{0{3t1,
0% 0|2 ¢l
e LSk 010l
27101 012432
2og 2y
P The Patents Act, 2016 (Act No. 40 of 2016)
HHor | o= -

=H /HE

13



2%z | HIE It sz

[ =

H|xH sid =7t

Z9 72 o X OlZf2jof, b}, XISE|, AtZOf, EH|of
S5 743 3, 292
S5 FHab ole, AAELR|7}
S5l 2 Lfajulof
NN N =3 U
Sl 24 e
TR F2 3K =32
T oA L290], AQA
S O|Ef=(0t
MEZEn, A7A HH S Hrfof

14 QXY SHIN =

Disclosure of origin in patent application









OFAIOF




\CHINA \

w

P Patent Law of the people’s Republic of China (as amended up to the Decision of December
27, 2008, regarding the Revision of the Patent Law of the People’s Republic of China)
(http://www.wipo.int/wipolex/en/details.jsp?id=5484)

p Rules for the Implementation of the Patent Law of the People’s Republic of China (promulgated
by Decree No. 306 of the State Council of China on June 15, 2001, and revised by the
Decision of January 9, 2010, of the State Council on Amending the Rules for the
Implementation of the Patent Law of the People’s Republic of China)
(http://www.wipo.int/wipolex/en/details.jsp?id=6504)

Subject-Matter

Patent law
(Article 26) genetic resources

Rules for the Implementation of the Patent Law

Article 26 The genetic resources referred to in the Patent Law mean any material taken from
human, animal, plant or microorganism, containing genetically functioning units with actual or
potential value:--.

Trigger and Content of Disclosure

Patent law

Article 26 With regard to an invention—creation accomplished by relying on genetic resources,
the applicant shall, in the patent application documents, indicate the direct and original source
of the genetic resources

Rules for the Implementation of the Patent law

Article 26 - . an invention—creation accomplished by relying on genetic resources referred to
in the Patent Law means an invention—creation accomplished by the use of the heredity
function of genetic resources. Where an application for patent is filed for an invention—creation
accomplished by relying on genetic resources, the applicant shall state that fact in the request,
and fill in the forms provided by the patent administration department of the State Council.

Consequences of non—-compliance

Patent law

Article 5 Patent rights shall not be granted for inventions that are accomplished by relying on
genetic resources which are obtained or used in violation of the provisions of laws and
administrative regulations.

Article 26 If the applicant cannot indicate the original source, he shall state the reasons.

Rules for the Implementation of the Patent Law

Article 53 ‘- an application for a patent for invention shall be rejected by the Patent
Administration Department under the State Council after examination, [-~:] where the application
does not comply with the provisions of Article 26 [--] paragraph [...] five [...] of the Patent Law.
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P> Patent Law of the people’s Republic of China (as amended up to the Decision of December
27, 2008, regarding the Revision of the Patent Law of the People’s Republic of China)
(http://www.wipo.int/wipolex/en/details.jsp?id=5484)

P> Rules for the Implementation of the Patent Law of the People’s Republic of China
(promulgated by Decree No. 306 of the State Council of China on June 15, 2001, and
revised by the Decision of January 9, 2010, of the State Council on Amending the Rules for
the Implementation of the Patent Law of the People’s Republic of China)
(http://www.wipo.int/wipolex/en/details.jsp?id=6504)
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P> The Patents Act, 1970 (as amended up to Patents (Amendment) Act, 2005)
(http://www.wipo.int/wipolex/en/details.jsp?id=13104)

Subject-Matter

Article 10(4)(i))(D) Biological material

Trigger and Content of Disclosure

Article 10(4)(i)(D)

If the applicant mentions a biological material in the specification which may not be
described in such a way as to satisfy clauses (a) and (b), and if such material is not
available to the public, the application shall be completed by depositing the material to
an international depository authority under the Budapest Treaty and by fulfilling the
following conditions, namely:[---] (D) disclose the source and geographical origin of the
biological material in the specification, when used in an invention.

Consequences of non—-compliance

Article 25 Opposition to the patent.

(1) Where an application for a patent has been published but a patent has not been
granted, any person may, in writing, represent by way of opposition to the Controller
against the grant of patent on the ground [-] (j) that the complete specification does
not disclose or wrongly mentions the source or geographical origin of biological
material used for the invention; - :

(2) At any time after the grant of patent but before the expiry of a period of one year
from the date of publication of grant of a patent, any person interested may give
notice of opposition to the Controller in the prescribed manner on any of the following
grounds, namely: [-] () that the complete specification does not disclose or wrongly
mentions the source and geographical origin of biological material used for the
invention; [--].

Article 64 Revocation of patents.

(1) Subject to the provisions contained in this Act, a patent, whether granted before or
after the commencement of this Act, may, be revoked on a petition of any person
interested or of the Central Government by the Appellate Board or on a counter—claim
in a suit for infringement of the patent by the High Court on any of the following
grounds , that is to say— [-] (p) that the complete specification does not disclose or
wrongly mentions the source or geographical origin of biological material used for the

invention; [-+]




P> The Patents Act, 1970 (as amended up to Patents (Amendment) Act, 2005)
(http://www.wipo.int/wipolex/en/details.jsp?id=13104)
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P> Law of the Republic of Indonesia No. 13 of July 28, 2016, on Patents
(http://www.wipo.int/wipolex/en/details.jsp?id=16392)

Subject-Matter

Article 26 Genetic resources and/or traditional knowledge

Trigger and Content of Disclosure

Article 26

(1) If an invention as being associated with and/or derived from a genetic resource
and/or traditional knowledge, it is mandatory to disclose the origin of the genetic
resource and/or traditional knowledge in question in a clear and true manner in its
patent description.

(2) Information about a genetic resource and/or traditional knowledge mentioned in
sub article (1) is endorsed by a competent authority authorized by the government.

(3) Benefit sharing and/or access for the utilization of a genetic resource and/or
traditional knowledge substantiated in sub article (1) is conducted based on national
laws and international laws in the realm of genetic resources and traditional
knowledge.
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P> Law of the Republic of Indonesia No. 13 of July 28, 2016, on Patents
(http://www.wipo.int/wipolex/en/details.jsp?id=16392)
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P Law of the Kyrgyz Republic No. 116 of July 31, 2007, on the Protection of Traditional

Knowledge
(http://www.wipo.int/wipolex/en/details.jsp?id=5571)

Subject-Matter

Traditional knowledge

Trigger and Content of Disclosure

Article 8. Patenting of subject-matters created on the base of Traditional Knowledge.

When patenting the subject-matters created on the base of Traditional Knowledge,
materials of the application must contain reveal of origin of Traditional Knowledge
which is used as prior art or prototype. The applicant shall indicate the source of
making Traditional Knowledge available to the public.
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P Law of the Kyrgyz Republic No. 116 of July 31, 2007, on the Protection of Traditional

Knowledge
(http://www.wipo.int/wipolex/en/details.jsp?id=5571)
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P> Philippine Technology Transfer Act of 2009 (Republic Act No. 10055)
(https://wipolex.wipo.int/en/legislation/details/9605)

P> Implementing Rules and Regulations of Republic Act No. 10055 (Joint Administrative Order
No. 02-2010)
(http://www.wipo.int/wipolex/en/details.jsp?id=9629)

Subject-Matter

Joint Administrative Order No. 02-2010
Rule 12, Section 3 (c)

[-] biodiversity, genetic resources or materials, associated traditional knowledge, and
indigenous knowledge, systems and practices.

Trigger and Content of Disclosure

Republic Act No. 10055
Joint Administrative Order No. 02-2010

Disclosure of potential IPRs and/or all biodiversity and genetic resource, traditional
knowledge, and indigenous knowledge, systems and practices shall be governed by
the following rules: [--] (c) With respect to biodiversity, genetic resources or materials
associated traditional knowledge, and indigenous knowledge, systems and practices,
the following provisions shall govern:

i. [The research and development institutes and/or institutions] RDI shall provide the
[Government Funding Agencies] GFA with a written disclosure on the following:

(1) any biodiversity, genetic resources or materials, associated traditional knowledge,
and indigenous knowledge, systems and practices utilized in or which formed as basis
in the development of the subject matter contained in the IPR application;

(2) the primary source of any biodiversity, genetic resources or materials, associated
traditional knowledge, and indigenous knowledge, systems and practices utilized in or
which formed as basis in [the development of] the subject matter contained in the
IPR application; or

(3) the secondary source, if no information about the primary source is available.

ii. The disclosure requirement under this section shall apply when the subject matter
contained in a national or international IPR application is directly based on any
biodiversity, genetic resources or materials, traditional knowledge, and indigenous
knowledge, systems and practices to which the RDI has had access to prior to the
filing of the IPR application. The subject matter contained in the IPR application must




depend on the specific properties of, or must be consciously derived from, such
biodiversity and genetic resource or materials, traditional knowledge, and indigenous
knowledge, systems and practices.

ii. Where the RDI, for reasons beyond its control, does not have the necessary
information to fulfill the disclosure requirement pertaining to any biodiversity, genetic
resources or materials, traditional knowledge, and indigenous knowledge, systems and
practices, such as, for instance, where a plant stored in a gene bank was collected
decades ago and no information about its source exists, the RDI shall submit an
affidavit from its researcher/s that the latter do not have the necessary information or
that the source is unknown, and state the reasons thereof. The GFA shall review the
affidavit to determine if this will constitute compliance with the disclosure requirement
under this rule. [-+]

v. A national or international IPR application filed by the RDI before the appropriate IP
office shall include in the abstract and/or description of said application the same
disclosure on biodiversity, genetic resources or materials, associated traditional
knowledge, and indigenous knowledge, systems and practices utilized in or which
formed as basis in the development of the subject matter contained in the said
application, notwithstanding that such disclosure may not be required for the grant or
issuance of certificate of IPR registration.

Philippine Technology Transfer Act of 2009
Article IIl. Sec. 8(c)

The following are the rights and responsibilities of the [research and development
institutes and/or institutions] RDIs that availed of research funds from [Government
Funding Agencies ] GFAs: [-]

(c) Notify the GFA within a reasonable time of all IPR applications, licenses and
assignments made. All applications for IP protection shall disclose any biodiversity and
genetic resource, traditional knowledge, and indigenous knowledge, systems and
practices as these terms as these terms are defined in Republic Act No. 8371 or the
Indigenous Peoples Rights Act and Republic Act No. 9.147 or The Wildlife Act [-]

Consequences of non-compliance

Joint Administrative Order No. 02-2010
Rule 12, Section 3 -Disclosure

ii. [...] The GFA shall review the affidavit to determine if this will constitute
compliance with the disclosure requirement under this rule. [+]

v. A national or international IPR application filed by the RDI before the appropriate IP
office shall include in the abstract and/or description of said application the same
disclosure on biodiversity, genetic resources or materials, associated traditional
knowledge, and indigenous knowledge, systems and practices utilized in or which
formed as basis in the development of the subject matter contained in the said
application, notwithstanding that such disclosure may not be required for the grant or
issuance of certificate of IPR registration.
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P> Philippine Technology Transfer Act of 2009 (Republic Act No. 10055)
(https://wipolex.wipo.int/en/legislation/details/9605)

P> Implementing Rules and Regulations of Republic Act No. 10055 (Joint Administrative Order
No. 02-2010)
(http://www.wipo.int/wipolex/en/details.jsp?id=9629)
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\VIETNAM \

w

P> Circular No. 01/2007/TT-BKHCN of February 14, 2007, guiding the Implementation of the
Government’s Decree No. 103/2006/ND-CP of September 22, 2006, Detailing and Guiding
the Implementation of a Number of Articles of the Law on Intellectual Property Regarding
Industrial Property
(http://www.wipo.int/wipolex/en/details.jsp?id=5013)

Subject-Matter

Article 23.11 Gene source and/or traditional knowledge

Trigger and Content of Disclosure

Article 23.11 Additional provisions applicable to applications for registration of inventions
concerning gene source or traditional knowledge

Apart from the general requirements for invention registration applications specified at
Points 23.1 thru 23.7 of this Circular, an application for registration of an invention
concerning gene source or traditional knowledge must also contain documents
explaining the origin of the gene source and/or traditional knowledge accessed by the
inventor or the applicant, if the invention is directly based on that gene source and/or
traditional knowledge. [-]

Consequences of non-compliance

Article 23.11 [-+]

If the inventor or the applicant cannot identify the origin of the gene source and/or
traditional knowledge, he/she shall so declare and bear responsibility for the
truthfulness of his/her declaration




P> Circular No. 01/2007/TT-BKHCN of February 14, 2007, guiding the Implementation of the
Government’s Decree No. 103/2006/ND-CP of September 22, 2006, Detailing and Guiding
the Implementation of a Number of Articles of the Law on Intellectual Property Regarding
Industrial Property
(http://www.wipo.int/wipolex/en/details.jsp?id=5013)
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P> Directive 98/44/EC of the European Parliament and of the Council of 6 July 1998 on the
Legal Protection of biotechnological inventions
(http://www.wipo.int/wipolex/en/details.jsp?id=1440)

Subject-Matter

Paragraph 27 of the Preamble biological material of plant or animal origin

Trigger and Content of Disclosure

Paragraph 27 of the Preamble.
Whereas if an invention is based on biological material of plant or animal origin or if
it uses such material, the patent application should, where appropriate, include
information on the geographical origin of such material, if known; whereas this is
without prejudice to the processing of patent applications or the validity of rights
arising from granted patents.




P> Directive 98/44/EC of the European Parliament and of the Council of 6 July 1998 on the
Legal Protection of biotechnological inventions
(http://www.wipo.int/wipolex/en/details.jsp?id=1440)
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! BELGIUM }

L

P Law of March 28, 1984 on Patents
(https://wipolex.wipo.int/fr/legislation/details/11665)

Subject-Matter

Art. 15 § Ter.
la matiére biologique d'origine végétale ou animale

Trigger and Content of Disclosure

Art. 15 § 1er. La demande de brevet doit contenir :

(6) une mention de I'origine géographique de la matiere biologique d'origine végétale
ou animale a partir de laquelle l'invention a été développée, lorsque celle-ci est
connue.
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P> Law of March 28, 1984 on Patents
(https://wipolex.wipo.int/fr/legislation/details/11665)
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DENMARK

P> Order No. 2111 of 24 November 2021, on Patents and Supplementary Protection Certificates
(https://wipolex.wipo.int/en/legislation/details/12938)

Subject-Matter

Part | Chapter 2, 3(4))-3(6)
biological material

Trigger and Content of Disclosure

Part | Chapter 2

3(4) If an invention relates to or makes use of a biological material, the patent
application shall contain information about the geographical origin of the material if the
applicant is aware thereof. If the applicant is not aware of the geographical origin of
the material, that shall appear from the application. [...]

3(5) If an invention relates to or makes use of a biological material of human origin,
it shall appear from the patent application whether the person from whom the
biological material originates has given his consent to the filing of the application.

3(6) The information referred to in subsections 1 to 5 shall be available to the public
when the apeplication is available to the public pursuant to sections 22 and 33(3) of
the Patents Act.

Consequences of non—-compliance

Part | Chapter 2

3(4) Lack of information about the geographical origin of the material or about the
applicant’s non-awareness thereof shall not affect the examination and other prow
cessing of the patent application or the validity of the rights conferred by the granted
patent.

3(5) The information about consent shall not affect the examination and other
processing of the patent application or the validity of the rights conferred by the
granted patent.
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P> Order No. 2111 of 24 November 2021, on Patents and Supplementary Protection Certificates
(https://wipolex.wipo.int/en/legislation/details/12938)
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FRANCE

P LOI n* 2016-1087 du 8 aott 2016, pour la reconquéte de la biodiversité, de la nature et des paysages
(http://mww.wipo.int/wipolex/en/details.jsp?id=16565)

Subject-Matter

Art. L. 412-18.-ll Ressources génétiques et de connaissances traditionnelles associées

Trigger and Content of Disclosure

Art. L. 412-18.-Il

Les utilisateurs de ressources génétiques et de connaissances traditionnelles associées présentent
a la ou aux autorités compétentes mentionnées au premier alinéa du présent Il les informations
prévues a larticle 4 du reglement (UE) n° 511/2014 du 16 avril 2014 précité, dans les cas
suivants © [-]

2° [] Lorsque [lutilisation de ressources génétiques et de connaissances traditionnelles
associées aux ressources génetiques] conduit a4 une demande de brevet, les informations
mentionnées au premier alinéa du présent Il sont adressées a I'lnstitut national de la propriété
industrielle a la seule initiative du déclarant. L'Institut national de la propriété industrielle procede
aux démarches normales de I'examen de la demande de brevet et & lattribution dune date de
dépot et transmet les informations sans examen & l'autorité compétente chargée de l'application
des regles édictées par 'Union européenne visant & ce que chaque Etat membre controle que
[utilisateur sur son territoire de ressources génétiques et, le cas échéant, de connaissances
traditionnelles associées a ces ressources y a eu accés dans le respect de toute disposition
legislative ou réglementaire alors applicable. []

Consequences of non-compliance

Article 39

[] Est puni d'un an d'emprisonnement et de 150 000 € d’amende

1° Le fait d utiliser des ressources génétiques ou des connaissances traditionnelles associées, au
sens de larticle L. 4123 L. 4124, sans disposer des documents mentionnés au 3 de I'article 4
du reglement (UE) n° 511/2014 du Parlement européen et du Conseil, du 16 avril 2014, précité
lorsqu'ils sont obligatoires ;

2° Le fait de ne pas rechercher, conserver ou transmettre aux utilisateurs ultérieurs les
informations pertinentes sur I'accés et le partage des avantages pour les ressources génétiques et
les connaissances traditionnelles associées en application du méme article 4. L'amende est portée
4 un million d'euros lorsque I'utilisation des ressources génétiques ou des connaissances
traditionnelles mentionnée au 1° du présent | a donné lieu & une utilisation commerciale.

II. Les personnes physiques ou morales coupables des infractions prévues au | du présent article
encourent également, a titre de peine complémentaire, l'interdiction, pendant une durée ne
pouvant excéder cing ans, de solliciter, en application des articles L. 412-8 et L. 412-9, une
autorisation d'accés aux ressources génétiques ou & certaines catégories d'entre elles et aux
connaissances traditionnelles associées en vue de leur utilisation commerciale.




P> LOI n° 2016-1087 du 8 aofit 2016, pour la reconquéte de la biodiversite,
de la nature et des paysages
(http://www.wipo.int/wipolex/en/details.jsp?id=16565)
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GERMANY

P> Patent Act as published on 16 December 1980 (Federal Law Gazette 1981 | p. 1), as last
amended by Article 2 of the Act of 4 April 2016
(http://www.wipo.int/edocs/lexdocs/laws/en/de/de223en. pdf)

Subject-Matter

Section 34a Biological material of plant or animal origin

Trigger and Content of Disclosure

Section 34a

(1) Where an invention is based on biological material of plant or animal origin or if it
uses such material, the application is, as a rule, to include information on the
geographical origin of such material, if known.

(2) If the application includes information on geographical origin pursuant to subsection
(1) sentence 1, the German Patent and Trade Mark Office notifies this application to
the Federal Agency for Nature Conservation as the competent authority within the
meaning of section 6 (1) of the Act Implementing the Obligations Under the Nagoya
Protocol and Transposing Regulation (EU) No 511/2014 of 25 November 2015 (Gesetz
zur Umsetzung der Verpflichtungen nach dem Nagoya—Protokoll und der Durchfithrung
der Verordnung (EU) Nr.511/2014) (Federal Law Gazette |, p. 2092) following
publication of the information pursuant to section 32 (5).

Consequences of non-compliance

Section 34a

(1) [] This is without prejudice to the examination of applications or the validity of
rights arising from granted patents.




A
ue

P> Patent Act as published on 16 December 1980 (Federal Law Gazette 1981 | p. 1), as last
amended by Article 2 of the Act of 4 April 2016
(http://www.wipo.int/edocs/lexdocs/laws/en/de/de223en. pdf)
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ITALY

P> Industrial Property Code (Legislative Decree No. 30 of February 10, 2005, as amended up to Law No.
10829 of July 29, 2021)
(http:/ /www.wipo.int/wipolex/en/details.jsp?id=13123)

Subject-Matter

Article 170 bis biological material of animal or plant origin

Trigger and Content of Disclosure

Article 170 bis. Requirements concerning biotechnological inventions

2. The provenance of biological material of animal or plant origin, which is the basis of the
invention, is to be declared together with the application of the patent both with reference to the
country of origin, in order to verify compliance with import and export legislation, and in relation
to the biological organism from which it was isolated. [--]

3. A patent application relating to an invention whose object is, or that utilizes, biological material
of human origin, must be accompanied by the express, free and informed consent, for that sample
and utilization, of the person from whom the material was taken, based on applicable legislation.

Consequences of non-compliance

Article 170 bis. Requirements concerning biotechnological inventions

7. If the Italian Patent and Trademark Office ascertains the lack of the conditions for patenting
a biotechnological invention or the failure to file the declarations under paragraphs 2, 3 and 4,
shall proceed in accordance with Article 173, paragraph 7, and in the event it determines the
absence of the conditions for patenting as set forth by Articles 81-quater, 81-quinquies and
Article 162, it shall reject the application. [Article added by paragraph 1 of Article 87, Legislative
Decree No. 131 of 13 August 2010.]

Art. 170-ter. Sanctions [ ]

1. Unless the action constitutes a crime, whoever, for the purpose of patenting an invention,
utilizes biological material of human origin, being aware of the fact that it has been taken or
utilized for that purpose without the express consent of the person who has the right to it, shall
be punished with an administrative fine from 100.000,00 to 1.000.000,00 Euros.

2. Unless the action constitutes a crime, whoever, in the declaration required by Article 170-bis,
paragraph 2, makes false statements concerning the provenance of biological material of animal or
plant origin, shall be punished with an administrative fine from 10.000,00 to 100.000,00 Euros. [-]

Article 173. Observations

7. [] the ltalian Patent and Trademark Office assigns the applicant a term of two months to
submit observations. Once that term has expired, if no observations have been submitted or if
the Office does not believe that it can accept those submitted, the application or request is
rejected in full or in part.
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P> Industrial Property Code (Legislative Decree No. 30 of February 10, 2005, as amended up to
Law No. 10829 of July 29, 2021)
(http://www.wipo.int/wipolex/en/details.jsp?id=13123)
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NORWAY

P> Patents Act(Act No. 9 of December 15, 1967) (consolidated version of 2016)
(https://www.patentstyret.no/en/norwegian—-patents-act)

Subject-Matter

Chapter 2, Section 8b.

biological material or traditional knowledge; biological material the inventor has altered
the structure of the received material; does not apply to biological material derived
from the human body.

Trigger and Content of Disclosure

Chapter 2, Section 8b.

If an invention concerns or uses biological material or traditional knowledge, the patent
application shall include information on the country from which the inventor collected
or received the material or the knowledge (the providing country). If it follows from
the national law in the providing country that access to biological material or use of
traditional knowledge shall be subject to prior consent, the application shall state
whether such consent has been obtained.

If the providing country is not the same as the country of origin of the biological
material or the traditional knowledge, the application shall also state the country of
origin. The country of origin means for biological material the country from which the
material was collected from its natural environment and for traditional knowledge the
country in which the knowledge was developed. If the national law in the country of
origin requires that access to biological material or use of traditional knowledge shall
be subject to prior consent, the application shall state whether such consent has been
obtained. If the information set out in this subsection is not known, the applicant shall
state that. When the biological material is acquired in accordance with Art. 12 No. 2
and 3 of the International Treaty on Plant Genetic Resources for Food and Agriculture
of November, 3, 2001, a copy of a standard material transfer agreement according to
Art 124 of the Treaty shall accompany the patent application instead of the
information mentioned in paragraphs two and three.

Consequences of non—-compliance

Chapter 2, Section 8b.

[-] Breach of the duty to disclose information is subject to penalty in accordance with
the General Civil Penal Code § 221. (Repealed by Act of 4 July 1991 No. 47.) The
duty to disclose information is without prejudice to the processing of patent
applications or the validity of rights arising from granted patents.
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P> Patents Act(Act No. 9 of December 15, 1967) (consolidated version of 2016)
(https://www.patentstyret.no/en/norwegian-patents-act)
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ROMANIA

P> Implementing Regulations of the Patent Law No. 64/1991
(http://www.wipo.int/wipolex/en/details.jsp?id=8457)

P> Law No. 64/1991 on Patents (as amended up to Law No. 83/2014)
(https://wipolex.wipo.int/en/legislation/details/15734)

Subject-Matter

Implementing Regulations of the Patent Law No. 64/1991
Article 16(1)(c) Traditional knowledge

Trigger and Content of Disclosure

Implementing Regulations of the Patent Law No. 64/1991
Article 16

(1) The description of the invention according to Art. 14 paragraph (1) letter ¢) of the
Law shall contain the following: [--] ¢) presentation of the prior art considered by the
applicant to be useful for understanding, performing the documentary search and
examining the claimed invention, with the indication of the documents which
substantiate it; at least one solution considered to be the closest to the claimed
invention shall be presented; where the prior art also contains traditional knowledge,
this and its source, if known, shall explicitly be indicated in the description; [--]

Consequences of non-compliance

Law No. 64/1991 on Patents (as amended up to Law No. 83/2014)
Art. 53 -

(1) Failure to meet one or more of the formal requirements concerning the patent
application shall only constitute grounds for revocation or cancellation of the patent,
either wholly or in part, where said failure resulted from fraudulent intentions.
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P> Implementing Regulations of the Patent Law No. 64/1991
(http://www.wipo.int/wipolex/en/details.jsp?id=8457)

P> Law No. 64/1991 on Patents (as amended up to Law No. 83/2014)
(https://wipolex.wipo.int/en/legislation/details/15734)

o

Implementing Regulations of the Patent Law No. 64/1991
H16Z(1)(c) TS

FhCyol Ei= Z2 ¥ LS

Implementing Regulations of the Patent Law No. 64/1991
H16x

(1) "14Z ®M1E c)oll M2t UYo| HH2 OZS &
ALE Olalfoldd, ZAFotY, dlAtok= H|oj =20| |
HA Zo, Z70 7IxE S 7P 2Eeh M3

opy 2
o NS, dig K SR YR H2

oot
ol

fop 3iC]

4]

oY ri Mo
40 ro: ro
el TN 4

0%t
N~
2
o
ot
~
>
=2 :
Rl
ofm
Pal
1=
IS

]

St Al HIRy

Law No. 64/1991 on Patents (as amended up to Law No. 83/2014)
Hb3x
20 PRAH01 SiLt O|MOfRIE 55
o
=

SZ0R| Rl 29U MR &

_O'ﬂ
Pl
rr s
ol
rir
ox
4o
pel

2. =7tE EXMSH 2 YE_/H

49



50

I SPAIN }

L

P Ley N° 24/2015, de 24 de julio, de Patentes
(https://wipolex.wipo.int/en/legislation/details/16711)

Subject-Matter

Articulo 23(2) materia biolégica

Trigger and Content of Disclosure

Articulo 23(2)

Cuando la invencion se refiera a materia biolégica de origen vegetal o animal la
solicitud debera incluir la mencién de su origen geografico o la fuente de procedencia
de dicha materia si estos datos fueran conocidos.

Consequences of non-compliance

Articulo 23(2)

Esta informacion no prejuzgara la validez de la patente.




P Ley N° 24/2015, de 24 de julio de 2015, de Patentes
(https://wipolex.wipo.int/en/legislation/details/16711)
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L

P> Regulation (2004:162) Amending the Patents Decree
(http:/ /www.wipo.int/wipolex/en/details.jsp?id=3672)

Subject-Matter

Article 5a biological material of plant or animal origin

Trigger and Content of Disclosure

Article ba.

If an invention concerns biological material of plant or animal origin or if it uses such
material, the patent application shall include information on the geographical origin of
such material, if this is known. If the origin is not known, this shall be indicated. [...]

Consequences of non-compliance

Article 5a. [...]

Lack of information on the geographical origin or on the knowledge of the applicant
regarding the origin is without prejudice to the processing of the patent application or
the validity of the rights arising from a patent granted.

P

Rk EXM3H o



P> Regulation (2004:162) Amending the Patents Decree
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SWITZERLAND

P Ley N° 24/2015, de 24 de julio, de Patentes
(http://www.wipo.int/wipolex/en/details.jsp?id=11895)

Subject-Matter

Article 49(a) Genetic resource; traditional knowledge of indigenous or local community

Trigger and Content of Disclosure

Article 49(a)
1. The patent application must contain information on the source:

a. of the genetic resource to which the inventor or the patent applicant had access,
provided the invention is directly based on this resource;

b. of traditional knowledge of indigenous or local communities to which the inventor or
the patent applicant had access, provided the invention is directly based on this
resource.

2. If the source is unknown to the inventor or the patent applicant, the patent
applicant must confirm this in writing.

Consequences of non-compliance

Article 59

2. If the patent application does not meet the other requirements of this Act or the
Ordinance, the Institute shall set a time limit for the patent applicant by which the
deficiencies must be remedies.

Article 59(a)

3. The Institute shall reject the patent application if: [---] b. the deficiencies mentioned
in Article b9 paragraph 2 have not been remedied.

Article 81(a)

1. Any person who wilfully provides false information under Article 49a is liable to a
fine of up to 100,000 [Swiss] francs.

2. The court may order the publication of the judgment.
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P Ley N° 24/2015, de 24 de julio de 2015, de Patentes
(http:/ /www.wipo.int/wipolex/en/details.jsp?id=11895)
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ANDEAN
COMMUNITES

P> Decision No. 486 Establishing the Common Industrial Property Regime (2000)
(http://www.wipo.int/wipolex/en/details.jsp?id=9451)

Subject-Matter

Article 26

1. genetic resources or products derived therefrom
2. traditional knowledge of the indigenous Afro American or local communities of member countries

Trigger and Content of Disclosure

Article 26. The application for a patent shall be filed with the competent national office and shall contain the
following: -

(h) where applicable, a copy of the access contract where the products or processes for which a patent is
sought have been obtained or developed from genetic resources or products derived therefrom of which any
of the member countries is the country of origin;

(i) where applicable, a copy of the document accrediting the licensing or the authorization of the use of the
traditional knowledge of the indigenous AfroAmerican or local communities of member countries where the
products or processes for which protection is sought have been obtained or developed from such knowledge
of which any of the member countries is the country of origin, in accordance with the provisions of Degision
391 and such of its amendments and implementing regulations as are in force.

Consequences of non-compliance

Article 42.
Within a period of 60 days following the publication date, any person having a legitimate interest may file one
reasoned opposition contesting the patentability of the invention.

Article 39.

If it emerges from the examination as to form that the application does not mest the conditions specified in
Articles 26 and 27, the competent national office shall inform the applicant accordingly, so that he may mest
those conditions within a period of two months following the date of notification. That period may be extended
once by an equal amount at a request of a party without any loss of priority. If, on the expiry of the period
specified, the applicant has not met the conditions mentioned, the application shall be considered abandoned and
its priority shall be lost. The competent national office shall nevertheless respect the confidentiality of the application.

Article 75.
The competent national authority shall decree the absolute invalidity of a patent at any time, either ex officio
or at the request of any person, where:

(g) where applicable, a copy of the access contract has not been filed where the products or processes to
which the patent application relates have been produced or developed with genetic resources or derived
products of which any of the member countries is the country of origin;

(h) where applicable, a copy of the document evidencing the licensing or authorization of the use of traditional
knowledge of the indigenous AfroAmerican or local communities of the member countries has not been filed
where the products or processes for which protection is sought have been produced or developed on the basis
of such knowledge of which one of the member countries is the country of origin.
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BRAZIL

P Law No. 13.123 of May 20, 2015
(http://www.wipo.int/wipolex/en/details.jsp?id=15741)

P> Decreto n° 8.772 de 11 de maio de 2016 que regulamenta a Lei nQ 13.123, de 20 de maio
de 2015
(https://wipolex.wipo.int/en/legislation/details/16116)

Subject-Matter

Law No. 13.123 of May 20, 2015
Article 47 genetic resources or associated traditional knowledge

Trigger and Content of Disclosure

Law No. 13.123 of May 20, 2015

Article 12

the access registration must be performed prior to the request of any intellectual
property rights (e.g. the filing of a patent application).

Article 47

the granting of intellectual property rights by the competent body, regarding a final
product or reproductive material obtained as a result of the access to genetic

resources or to associated traditional knowledge is subject to registration or
authorization provided by this law

Consequences of non—-compliance

Decreto n° 8.772 de 11 de maio de 2016 que regulamenta a Lei n0 13.123, de 20 de maio de 2015
Art. 80.

Requerer direito de propriedade intelectual resultante de acesso ao patrimonio
genético ou conhecimento tradicional associado, no Brasil ou no exterior, sem
realizagdo de

cadastro prévio.

Multa minima de R$ 3.000,00 (trés mil reais) e maxima de R$ 30.000,00 (trinta mil
reais),quando se tratar de pessoa natural.

Multa minima de R$ 10.000,00 (dez mil reais) e maxima de R$ 200.000,00 (duzentos
milreais), quando se tratar de pessoa juridica enquadrada como microempresa,
empresa depequeno porte ou cooperativas de agricultores tradicionais com receita
bruta anual igual ou inferior ao limite maximo estabelecido no inciso Il do art. 30




P Law No. 13.123 of May 20, 2015
(http://www.wipo.int/wipolex/en/details.jsp?id=15741)
P> Decreto n° 8.772 de 11 de maio de 2016 que regulamenta a Lei nQ 13.123, de 20 de maio

de 2015
(https://wipolex.wipo.int/en/legislation/details/16116)

o

Law No. 13.123 of May 20, 2015
HATE QUAIY EE B HSX

Tohpol S 29 2 U

Law No. 13.123 of May 20, 2015
H12Zx

KATHAES MG (0 E5EH Mol B2 S5 ot0{0F Sttt
H47x
FUXIHOL 2 MEX|AQ HAC ZUZE UL ANE E= MMME SHO| SfofA], 2 &
Hoi| Qo XAKMA ol0l= 5 &oil =

0
i
ojn
Jhu
HA

R Al Bz

Decreto n° 8.772 de 11 de maio de 2016 que regulamenta a Lei n2 13.123, de 20 de maio de
2015

H80x

SERIROIL 23 HETAIS 0|25 UHS AFNSE Ql0| ok 2 = sl Yot 22

AARIoPi= 2|2 3,000 22K l=tRH 20§ 30,000 22t 2lete] E50l el
O01E=2 7%, A7|% E= B M2E0A Fot= 710 7L H2 ¢t +9| HE S22
HMoril= Z14 10,000 221 2l2HRE 20§ 200,000 22k 2l=to] S50 Attt

it
1
o




COSTA
RICA

P> Law No. 7788 on Biodiversity (as last amended by Law No. 8686 of November 21, 2008)
(http://www.wipo.int/wipolex/en/details.jsp?id=11314)

Subject-Matter

ARTICULO 80. elementos de la biodiversidad.

Trigger and Content of Disclosure/Consequences of non-compliance

ARTICULO 80.

Consulta previa obligada Tanto la Oficina Nacional de Semillas como los Registros de
Propiedad Intelectual y de Propiedad Industrial, obligatoriamente deberan consultar a la
Oficina Técnica de la Comision, antes de otorgar proteccion de propiedad intelectual o
industrial a las innovaciones que involucren elementos de la biodiversidad. Siempre
aportaran el certificado de origen emitido por la Oficina Técnica de la Comision y el
consentimiento previo.... La oposicién fundada de la Oficina Técnica impedira registrar
la patente o proteccion de la innovacion.
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CUBA

P> Decree-Law No. 290 of November 20, 2011 on Inventions and Industrial Designs and Models
(http://www.wipo.int/wipolex/en/details.jsp?id=12026)

Subject-Matter

ARTICULO 26.1.
material biolégico

Trigger and Content of Disclosure

ARTICULO 26.1.

Para obtener una patente, el solicitante presenta ante la Oficina la correspondiente
solicitud, que contiene los documentos siguientes:[-]

j) copia de la previa y expresa autorizacion para el acceso a material biologico,
expedida por la autoridad competente de conformidad con la legislaciéon vigente en la
materia, cuando la invencion se refiere a dicho material, incluido el genético y sus
partes o derivados del que Cuba es pais de origen o que estd presente en especies
domesticadas y cultivadas en el pais;

k) declaracion que exprese que el material biologico al que se refiere la invencion no
ha sido obtenido en el territorio de la Republica de Cuba, en cuyo caso debe indicarse
el pais de origen y fuente del material biologico y de los conocimientos tradicionales
asociados a estos y el consentimiento fundamentado previo al acceso; [+

Consequences of non-compliance

ARTICULO 32.1.

En caso de detectarse cualquier omision o irregularidad en la documentacion, se
expide requerimiento al solicitante para que, previo pago de la tarifa establecida,
subsane la misma en un término de sesenta dias, contado a partir de la notificacion
del requerimiento. No obstante, antes del vencimiento del mencionado término, el
requerido puede solicitar a la Oficina por escrito que el plazo sea prorrogado por otros
treinta dias, previo pago de la tarifa correspondiente.

2. Si el solicitante no subsana la omision o irregularidad en el término establecido, se
entiende como abandonada la solicitud, sin que quede derecho subsistente, excepto
cuando el requerimiento esté referido tinicamente al requisito de unidad de invencion,
en cuyo caso el examen continia respecto a la primera reivindicacion independiente
formulada y al conjunto de reivindicaciones que guarden unidad de invencion con aguella.




2t

P Decree-Law No. 290 of November 20, 2011 on Inventions and Industrial Designs and Models
(http://ww.wipo.int/wipolex/en/details.jsp?id=12026)

FhCol Ei= Z2 ¥ Lig

H26.1%

) 20| 39 QAN ISS TSI s 39 oY YORRE wIH HIH M
AP 2919) AR
T} B9 2T, 76t Lol TS ST 121D WRABOR Aols B

k) 20l ALSE M5 SHO0| 28t SENN ASHX| 2 2 oig d=e S 2
HSAA0] &SE it= E= EX FE27F 20| 2ot AR 5012 e MEEZ|0{0F Bttt

St Al HIRY

H32.1=

HEE M2l Yuo| Z30| Y= 39, THE HIZS HHoR S 0
xIg we YRRE 6029 B9 Y AIKQ 128 W Sk I3 6020

A= 271 B9 HRE B4 3029 27t et Y =Y TRt

cfet AMOf| CHoll &
07| o1E g

2. SI0I SFE TRt Lio| BRAI0| ZBS B =
QUSH HT0| OfLAY Sy BUS HalEl HOB FHL, Hxo)
ul

2 FP0 ot MM XIAE,

o
A
rir
HT
rto
_O'L
Ral
e




ECUADOR

P> Reglamento Nacional al Régimen Comun de Acceso a los Recursos Genéticos en aplicacion
a la Decision No. 392 de la Comunidad Andina (Decreto Ejecutivo NQ 905 de 3 de octubre
de 2011)
(https://wipolex.wipo.int/en/legislation/details/11842)

Subject-Matter

PRIMERA un recurso genetico o de dc un producto derivado del mismo

Trigger and Content of Disclosure

PRIMERA

Previo al otorgamiento de un derecho de propiedad intelectual, el Instituto Ecuatoriano
de Propiedad Intelectual solicitara la presentacion del numero del registro del contrato
de acceso y copia del mismo, cuando exislan indicios razonables o certeza de que los
produ tos o procesos cuya proteccion se solicila hayan sielo obtenidos a partir de un
recurso genetico o de dc un producto derivado del mismo, y que esté en consonancia
con lo establacido en la Constitucion y normative applicable.
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PANAMA

P> Executive Decree No. 257 of October 17, 2006 regulating Article 71 of the General Law on
Environment (Law No. 41 of July 1, 1998)
(http://www.wipo.int/wipolex/en/text.jsp?file_id=189178)

Subject-Matter

Articulo 23 (f) material genético. recurso genético y/o biologico

Trigger and Content of Disclosure

Articulo 23 (f)

Toda solicitud de patente de invencion o procedimiento que sea elevada a la Direccion
General de Propiedad Industrial del Ministerio de Comercio e Industrias y/o cualquier
oficina de patentes de los paises miembros de la Organizacion Mundial de la
Propiedad Intelectual (OMPI) debera comunicar por escrito el origen y procedencia del
material genético, recurso genético y/o biologico utilizado en el desarrollo de la
invencion o el procedimiento, a titulo de informacion;

Consequences of non-compliance

Articulo 52

El incumplimiento de las disposiciones establecidas en el presente Decreto Ejecutivo
serd sancionado con: a) Amonestacion escrita; b) Multa impuesta por la ANAM de
acuerdo a lo previsto en el articulo 114 de la Ley 41 de 1998. Cuando se trata de
persona juridica, la multa se fijard de conformidad al tipo de actividad ybeneficios que
se obtengan de los productos obtenidos; c) Cierre temporal o definitivo del
establecimiento o laboratorio; d) Inhabilitacion para contratar con el Estado para lograr
acceso a los recursos genéticos y bitg uimiws; e) Cancelacion temporal o definitiva
del permiso de acceso.
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P> Executive Decree No. 257 of October 17, 2006 regulating Article 71 of the General Law on
Environment (Law No. 41 of July 1, 1998)
(http://www.wipo.int/wipolex/en/text.jsp?file_id=189178)
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PERU

P> Resolution approving the Complementary Provisions to Decision 486 of the Andean
Community Commission establishing the Common Regime on Industrial Property (Legislative
Decree No. 1075 of June 27, 2008).

(https://wipolex.wipo.int/en/legislation/details/18829)

P Law No. 27811 of 24 July 2002, introducing a Protection Regime for the Collective
Knowledge of Indigenous Peoples derived from Biological Resources
(http://www.wipo.int/wipolex/en/details.jsp?id=6541)

Subject-Matter

Law No. 27811 of 24 July 2002
Article 2(b) collective knowledge

“Collective knowledge” means the accumulated, trans—generational knowledge evolved by
indigenous  peoples and communities concerning the properties, uses and
characteristics of biological diversity.

Trigger and Content of Disclosure / Consequences of non—-compliance

Law No. 27811 of 24 July 2002

COMPLEMENTARY PROVISIONS, SECOND.

Submission of the license contract as a requirement for obtaining a patent. Where a
patent is applied for in respect of goods or processes produced or developed on the
basis of collective knowledge, the applicant shall be obliged to submit a copy of the
license contract as a prior requirement for the grant of the rights concerned, except
where the collective knowledge concerned is in the public domain...Failure to comply
with this obligation shall be a cause of refusal or invalidation, as the case may be, of
the patent concerned.
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P> Law No. 1/13 Of July 28, 2009 Relating To Industrial Property in Burundi
(https://wipolex.wipo.int/en/legislation/details/8324)

Subject-Matter

Article 21 genetic or biological resources, traditional knowledge

Trigger and Content of Disclosure

Article 21

The description must contain a clear indication of the origin of the genetic or biological
resources collected in the territory of Burundi and used directly or indirectly in the
making of the claimed invention as well as any element of the traditional knowledge
which may or may not be linked to these resources that is protected under Title V of
this part and that has been used directly or indirectly in the making of the claimed
invention without the prior informed consent of its individual or joint creators.

Consequences of non-compliance

Article 406
The competent authority shall be entitled to claim ownership of any patent application
filed or any patent granted in a manner which does not comply with the provisions of

Article 21 concerning genetic resources.
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P Law No. 50/AN/09/6th Lof July 19, 2009, on the Protection
(https://wipolex.wipo.int/en/legislation/details/6124)

Subject-Matter

Article 34 genetic or biological resources, traditional knowledge

Trigger and Content of Disclosure

Article 34 (b)

[-] If the invention claimed has been developed or obtained directly from genetic or
biological resources obtained from a particular source, or from the use of traditional
knowledge obtained from a particular community, the description shall indicate the
source of these resources or knowledge, as well as the way in which they have been
obtained;

Consequences of non—-compliance

Article 41 (g)
Article 41A patent application shall be refused if [--]

(9) its description or claims clearly do not meet the conditions provided for in Articles
34 and 35, particularly where claims are not based on the description; [-]
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EGYPT

P Law No. 82 of 2002 on the Protection of Intellectual Property Rights
(http:/ /www.wipo.int/wipolex/en/details.jsp?id=1301)

P Council of Ministers Resolution No. 1366 of 2003 issuing Implementing regulations for Law No. 82 of
2002 on the Protection of Intellectual Property Rights Books One, Two and Four
(http://www.wipo.int/wipolex/en/details.jsp?id=7299)

Subject-Matter

Law No. 82 of 2002

Article 13 Biological, plant or animal product, or traditional medicinal, agricultural, industrial or
handicraft knowledge, cultural or environmental heritage

Council of Ministers Resolution No. 1366 of 2003

Article 3 [+] plant or animal biological material, traditional medicinal, agricultural, industrial or
handicraft knowledge, or cultural or environmental heritage

Trigger and Content of Disclosure

Law No. 82 of 2002
Article 13

[~] Where the invention involves biological, plant or animal product, or traditional medicinal,
agricultural, industrial or handicraft knowledge, cultural or environmental heritage, the inventor
should have acquired the sources in a legitimate manner. []

Council of Ministers Resolution No. 1366 of 2003
Article 3

The patent application shall be accompanied by [-] 3. Where the application relates to an
invention or utility model involving plant or animal biological material, traditional medicinal,
agricultural, industrial or handicraft knowledge, or cultural or environmental heritage, it shall be
accompanied by documentation proving that the inventor has accessed the source from which
the material was obtained in a legitimate manner, according to the legislation applicable in the
Arab Republic of Egypt.

Consequences of non-compliance

Law No. 82 of 2002

Article 14

The Patent Office may, as stipulated in the Regulations, require the applicant to make any
amendments or complements which it shall deem necessary to comply with the provisions of
Article 13. If the applicant fails to comply within three months of notification, he shall be
considered as having withdrawn his application. The applicant may, within 30 days and in
accordance with the conditions stipulated in the Regulations, appeal such request by the Patent
Office before the Committee provided for in article 36.

Council of Ministers Resolution No. 1366 of 2003
Article 4

If the documents provided for by the first paragraph are not furnished in due time, as the
case may be, the application shall be considered as non-existent.
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P> Access to Genetic Resources and Community Knowledge, and Community Rights Proclamation
No. 482/2006
(https://wipolex.wipo.int/en/legislation/details/5559)

Subject-Matter

Article 17 genetic resources, community knowledge

Trigger and Content of Disclosure/Consequences of non-compliance

Article 17. Obligations of Access Permit Holder
A person who shall be given an access permit shall have the following

obligations: [--1]

(12) where he seeks to acquire intellectual property right over the genetic resources
accessed or parts thereof, negotiate new agreement with the Institute based on the
relevant laws of Ethiopia;

(13) not apply for a patent or any other intellectual property protection over the
community knowledge accessed without first obtaining explicit written consent from
the Institute;

(14) recognize the locality where the genetic resource or community knowledge
accessed from as origin in the application for commercial property protection of the

product developed there from;
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P> Industrial Property Act, 2012. No. 1 of 2012
(https://wipolex.wipo.int/en/legislation/details/16331)

Subject-Matter

Section 24 (2)
biological resources or associated indigenous or traditional knowledge

Trigger and Content of Disclosure

Section 24 (2)

Where the subject matter of a patent application is derived from or developed with
biological resources or associated indigenous or traditional knowledge, the applicant
must disclose in the application for a patent the country providing the resources or
associated indigenous or traditional knowledge, from whom in the providing country
they were obtained, and, as known after reasonable inquiry, the country of origin and
any other information regarding the source or nature of the resources as may be
prescribed.

Consequences of non-compliance

Section 65 (3)

Subject to section 67, the Tribunal must invalidate the patent if the person requesting
the invalidation proves that any one of the following grounds for invalidation applies to
the patent, namely - (e) that any of the requirements of sections [-1] 24 [---] has not
been complied with.
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REPUBLIC OF
SOUTH AFRICA

P> Patents Amendment Act 2005 (Act No. 20 of 2005)
(http://waww.wipo.int/wipolex/en/details.jsp?id=5765)

Subject-Matter

Section 2 genetic resource, indigenous biological resource, traditional knowledge.

Genetic resource means (a) any indigenous genetic material; or (b) the genetic
potential or characteristics of any indigenous species.

Indigenous biological resource means an indigenous biological resource as defined in
section 1 of the National Environmental Management: Biodiversity Act, 2004 (Act No.
10 of 2004).

Traditional knowledge means the knowledge that an indigenous community has
regarding the use of an indigenous biological resource or a genetic resource.

Trigger and Content of Disclosure

Section 30

(3A) Every applicant who lodges an application for a patent accompanied by a
complete specification shall, before acceptance of the application, lodge with the
registrar a statement in the prescribed manner stating whether or not the invention for
which protection is claimed is based on or derived from an indigenous biological
resource, genetic resource, or traditional knowledge or use.

(3B) The registrar shall call upon the applicant to furnish proof in the prescribed
manner as to his or her title or authority to make use of the indigenous biological
resource, genetic resource, or of the traditional knowledge or use if an applicant
lodges a statement that acknowledges that the invention for which protection is
claimed is based on or derived from an indigenous biological resource, genetic
resource, or traditional knowledge or use.

Consequences of non-compliance

Section 61

(1) Any person may at any time apply in the prescribed manner for the revocation of
a patent on any of the following grounds only, namely [-]

(g) that the prescribed declaration lodged in respect of the application for the patent
or the statement lodged in terms of section 30(3A) contains a false statement or
representation which is material and which the patentee knew or ought reasonably to
have known to be false at the time when the declaration statement or representation
was made.
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P> Intellectual Property Act 2011
(http://www.wipo.int/wipolex/en/details.jsp?id=13492)

Subject-Matter

Article 7 biological material or knowledge available within any local or indigenous
community

Trigger and Content of Disclosure

Article 7- Application for a patent
(3) An application must contain the following: []

(0) a statement stating whether or not the invention for which protection is claimed is
based on knowledge available within any local or indigenous community whether from
Samoa or elsewhere;

(h) a statement disclosing the source and geographical origin of any biological material
used for the invention [--]

(10) Subject to subsection (11), if the application is based on or derived from
biological material or knowledge available within any local or indigenous community
the Registrar may direct the applicant to furnish evidence as to the applicant's title or
authority to make use of such material or knowledge.

Consequences of non-compliance

Article 7
(12) If an applicant fails to provide evidence as directed by the Registrar under
subsection (10), the Registrar may, cease to deal further with the application.
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P> The Industrial Property Act, 2014
(https://wipolex.wipo.int/en/legislation/details/164380)

Subject-Matter

Section 21 (8) biological resources, traditional knowledge

Trigger and Content of Disclosure

Section 21 (8)

The description shall contain a clear identification of the origin of genetic or biological
resources collected in the territory of Uganda and that were directly or indirectly used
in the making of the claimed invention as well as of any element of traditional
knowledge associated or not with those resources and that was directly or indirectly
used in the making of the claimed invention without the prior informed consent of its
individual or collective creators.

Consequences of non-compliance

Section 90(3)
The court shall revoke or invalidate the registration of the patent or the utility model
or industrial design on any of the following grounds that—

(f) the patent does not fully describe and ascertain the invention and the manner in
which it is to be performed;
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P> Patents Act No. 2 of 2003
(http://www.wipo.int/wipolex/en/details.jsp?id=10727)

Subject-Matter

Indigenous knowledge

Trigger and Content of Disclosure

Article 47

(2) The Registrar must not grant a patent for an invention that is based on, arose out
of, or incorporates elements of, indigenous knowledge unless: (a) the custom owners
of the indigenous knowledge have given their prior informed consent to the grant; and
(b) the applicant and the custom owners have entered into an agreement on the
payment by the applicant to the custom owners of an equitable share of the benefits
from exploiting the patent.

Consequences of non-compliance

Article 47

(4) If an agreement mentioned in subsection (2) or (3) has not been entered into
within 12 months after the patent application has been lodged: (a) the Registrar may
grant the patent; and (b) the owner may exploit the patent; and (c) the Registrar is to
determine the amount payable to the custom owners or the National Council of Chiefs
by the owner of the patent, being payment of an equitable share of the benefits from
exploiting the patent.
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ZAMBIA

P> The Patents Act, 2016 (Act No. 40 of 2016)
(https://wipolex.wipo.int/en/legislation/details/18207)

Subject-Matter

28. [---] invention which utilises genetic resources or associated traditional knowledge
or both
(]

Trigger and Content of Disclosure

28.

Where an application for the grant of a patent involves an invention which utilises
genetic resources or associated traditional knowledge or both, the applicant shall
disclose —

(a) the country of origin of the genetic resources or associated traditional knowledge
in accordance with the Convention on Bio-Diversity; and

(b) the source in the country providing the genetic resources or associated traditional
knowledge.

Consequences of non—-compliance

PART V
Examination, publication and opposition
51. [+

(3) Where the Registrar is of the opinion, after conducting an examination, referred to
in subsection (1), that an application is not compliant with the requirements of this
Act, the Registrar shall notify the applicant, in writing, to make relevant amendments
to the application, within a prescribed period.

(4) Where the applicant fails to, after the notification referred to in subsection (3),
make the relevant amendments, the Registrar shall, in writing, refuse the application.

(-]
56.

A person, including the State, may oppose the grant of a patent at any time, within
a period of three months from the date an application for a grant of a patent is
advertised, or within such further period as the Registrar may allow, and before the
sealing of the patent, by filing a written notice of opposition to the Registrar, stating
any of the following grounds: [--]

() that the complete specification does not disclose or wrongly mentions the source
or the geographical origin or biological material used for the invention; [
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