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(A > FRRPRRAI 1)

9] THE GAZETTE OF INDIA : EXTRAORDINARY [Part I—Sec. 3(ii))
FORM 1
THE PATENTS ACT 1970 (FOR OFFICE USE ONLY)
{39 of 1970)
& Application No:
The Patents Rules, 2003 Filing Date:
APPLICATION FOR GRANT OF PATENT Amount of Fee Paid:
(See section 7,54&135and rule20 (1)) CBR No:
Signature;

1. APPLICANT (S)
Name Nationality Address

2. INVENTOR (S)
Name Nationality Address

3. TITLE OF THE INVENTION

4, ADDRESS FOR CORRESPONDENCE OF Teiephone No.

APPLICANT/AUTHORIZED PATENT AGENT IN INDIA | Fax No.
Mobile No.
E-mail;

5. PRIORITY PARTICULARS OF THE APPLICATION (S} FILED IN CONVENTION COUNTRY

Country Application Filing Date Name of the Title of the
Number Applicant Invention
i
6. PARTICULARS FOR FILING PATENT COOPERATION TREATY (PCT) NATIONAL PHASE
APPLICATION _
International application nurmber. Internationat filing date as alloited by the receiving
office.
7. PARTICULARS FOR FILING DIVISIONAL APPLICATION
Qriginal (first) application number, Date of filing of Original (first} application
L
8 PARTICULARS FOR FILING PATENT OF ADDITION
Main application/patent Number, Date of filing of main application

9. DECLARATIONS:

(i} Declaration by the inventor(s)
\MWe, the above named inventor{s) isfare the true & first inventor(s) for this invention and declare
that the applicant(s)herein isfare myfour assignee or legal representative.

(a) Date
(b) Signature{s}
|_{c) Name(s)

(it} Declaration by the applicant(s} in the convention country
I/We, the applicant{s) in the convention country declare that the applicant(s)herein is/are my/our
assignee or legal representative,
{a) Date
{b) Signature(s)
' {c) Name(s) of the signatory

10



[ 57 I—=9% (i) ] T T AT 3 SHEER s

(iii} Declaration by the applicant(s):
I/We, the applicant(s) hereby declare{s) that: -
o | am /We are in possession of the above-mentioned invention
a The provisional/complete specification relating to the invention is filed with this
application.
o The invention as disclosed in the specification uses the biological material from

India and the necessary permission from the competent authority shall be

submitted by mefus before the grant of patent {e me/us.

There is no lawful ground of objection to the grant of the Patent to me/us.

I am/ We are the assignee or legal representative of true & first inventors.

The application or each of the applications, particulars of which are given in Para -

5 was the first application in convention country/countries in respect of my/our

invention.

a We claim the priority from the above menticned application(s) filed in convention
country/countries and state that no application for proteciion in respect of the
invention had been made in a convention country before that date by mefus or by
any person from which I/'We derive the title.

o My/our application in India is based on international appllcatlon under Patent
Cooperation Treaty (PCT) as mentioned in Para - 6.

o The application is divided out of my/four application particulars of whlch are given in
Para - 7 and pray that this application may be treated as deemed to have been
filed on under sec.16 of the Act.

0 The saud invention is an improvement in or modification of the invention particulars of
which are given in Para - 8.

ooDo

10. Following are the attachments with the application:
{a} Provisional specification/Complete specification
(b) Complete specification {in conformation with the international application)/as amended before
the International Preliminary Examination Authority (IPEA), as applicable (2 copies), No. of
pages No. of claims
{c) Drawings (in conformation with the international application)/as amended befare the
International Preliminary Examination Authority (IPEA), as applicable (2 copies),No. of
sheets
d} Priority documents
e} Translation of priority document/Specification/Intermnationalt Search Report
f) Statement and undertaking on Form 3
a) Power of Authority
h) Dedlaration of inventorship on Form 5
(i) Sequence listing in electronic form

(
(
(
(
{

() e
FEe RS . viieiecires v in Cash./ Cheque / Bank Draft bearing no.......oocooivvvieninn e
Date..........ccooviviiinnne. [ 3 Bank.

iWe hereby declare that to the best of my/our knowledge, information and belief the fact and matters stated
herein are correct and I/'We request that a patent may be granted to mefus for the said «vention,
Dated this ........................ dayof................ 20 s
Signature:-
Name:
To, The Controller of Palent
The Patent Office, at..

Note: *Repeat boxes in case of more than one entry.

*To be signed by the applicant(s) or by authorized registered patent agent otherwise where mentioned.
*Tick N)!cross (=) whichever is applicable/not applicable in declaration in para-9.

*Name of the inventor and applicant should be given in full, family name in the beginning.

*Complete address of the inventor and applicant should be given stating the postal index no./code, |
state and country. *Strike out the column which is/are not applicable * For fee: See First Schedule |




(A > RAEMZARMRAT #RKD)

FORM I
(See rule 14)

Application form for access to Biological resources and associated traditional knowledge

(M)

(if)
(iii)
(iv)
V)

(vi)
(vii)

Part A

Full particulars of the applicant

Name
Permanent address
Address of the contact person/agent, if any, in India
Profile of the organization (personal profile in case the applicant is an
individual ). Please attach relevant documents of authentication):
Nature of business

Turnover of the organization in US$

2. Details and specific information about nature of access sought and biological material and

associated knowledge to be accessed

a)
b)

©)
d)

e)
f)

g)

h)

Identification (scientific name) of biological resources and its
traditional:

Geographical location of proposed collection:

Description / nature of traditional knowledge:

Any identified individual/community holding the traditional
knowledge:

Quantity of biological resources to be collected (give the schedule):
Time span in which the biological resources is proposed to be
collected:

Name and number of persons authorized by the company for making
the selection:

The purpose for which the access is requested including the type and
extent of research, commercial use being derived and expected to be
derived from it:

Whether any collection of the resource endangers any component of

biological diversity and the risks which may arise from the access:

3. Details of any national institution which will participate in the Research and Development

12



activities.

4. Primary destination of accessed resource and identity of the location where the R&D will be
carried out.

5. The economic and other benefits including those arriving out of any IPR, patent obtained out of
accessed biological resources and knowledge that are intended, or may accrue to the applicant or
to the country that he/she belongs.

6. The biotechnological, scientific, social or any other benefits obtained out of accessed
biological resources and knowledge that are intended, or may accrue to the applicant or to the
country that he/she belongs.

7. Estimation of benefits that would flow to India/communities arising out of the use of accessed

bio-resources and traditional knowledge.
Proposed mechanism and arrangements for benefit sharing.

Any other information considered relevant.

PART B
Declaration
I/We declare that:
*  Collection of proposed biological resources shall not adversely affect the
sustainability of the resources;
*  Collection of proposed biological resources shall not entail any environmental
impact;

* Collection of proposed biological resources shall not pose any risk to ecosystems;

»  Collection of proposed biological resources shall not adversely affect the local

communities;

I/We further declare the Information provided in the application form is true and correct and

I/'we shall be responsible for any incorrect/wrong information.

Signed
Name
Title

13



Place
Date
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(A > FAEZARMAN BRIIT)

FROM III
(See rule 18)

Application for seeking prior approval of National Biodiversity Authority for applying
for Intellectual Property Right

1. Full particulars of the applicant

1) Name

ii) Address

iii) Professional profile

v) Organizational affiliation (Please attach relevant documents of
authentication)

2. Details of the invention on which IPRs sought

3. Details of the Biological resources and/or associated knowledge used in the invention

4. Geographical location from where the biological resources used in the invention are collected

5. Details of any traditional knowledge used in the invention and any identified
individual/community holding the traditional knowledge

o)

. Details of institution where Research and Development activities carried out.
7. Details of economic, biotechnological, scientific or any other benefits that are intended, or may

accrue to the applicant due commercialization of the invention.

Declaration

I/We declare the Information provided in the application form is true and correct and I/we shall be

responsible for any incorrect/wrong information.

Signed
Name
Title
Place
Date

15



1—8 TS50

(DBCEIR D HFTBA R E DA

7T ML, 2001 4F 8 H 23 AHIED HEEEIR &K OMEHAIERRA~DT 7 & A2

T 5B EHH] : Provisional Measure No.2.186-16] D% 31 Kl EIRO AT~ %
BEDTHFEANRDY |, HATHZITH T & THMEDSHERF ST 2y, BEEm il
SNTLE S BREER TIIAR TR\, REETHRERZ 351 2 BEEJR AT~ OiE
HiFZe s Tuvavy,  GF 31 KL CIIBIET 2hooiEA - RANCFROBEN S £
NTVWLIFREL® D, )

< Provisional Measure No.2.186-16 (UAF, PM)>
%31 & EIEEIRORRRER M L OGS OIS LT, B
BERERIDMT 5 TEFTAMEOM 515, R EAHRIZIETF L D Z &%
FfEELTRY, HEEAZ, SRIUTE T T, &R OB S s
HRROHT & FrET 2R/ E 50T 5,

PM 2Bk L LT, BIEEIR L 2 OAEY, mHfakofag, KOO
2 & DFREESI BT B HATIER (BLF, Pre-Bill) OFEENED THNTERY . HIE,
BREEA L BMRET (BEFHhg. BEEAE) Mo TEmreInTnd LA ThH
Do BETNOHENTREEZELODL-ODOU—F 77—k S, 2o
Pre-Bill %7347 L& Z 2B L W5, FATT0BIRE ST Pre-Bill (241
LEITERA THDHTeH, ZOERITIEFICEH LW SO L5 THY | Pre-Bill 73 PM
WCROD D E LTWOUEEE L, LT 2 DD Hal LITIZ > TVRYY,
St BREITIZ Lo THEDREINTE, BAEARIERD LT BT CORHRD =D
ICESICRFBIAEN D, WPt CORGR, ARAREC, HRMERMEEOFF 25T, Kk
FINCIEE L LT 5, £ TO 7 at R 2R A I TBIF S HHERLITAE Th 5 L
Wi L, Bl d3im o~ O TEN A Z S 720 R Y | Pre-Bill 2MER & 722 0 Bk 0= OIZES
2k BILD F TIIEED DD L EhivTnd,
< Pre-bill >
%80 & I DIEBEORNEICHIFE S - HIZE OB NBIEEIR & = DOFEHY)
D VHGHAVERED DR SN TV A, THaiestikoE ) 12
JE U D 720IiE, IR E 2 OEHY) - B 2 E00EE D R
RS HREIAE S & TR T U2 B 720, 1996 45 5 H 14
H D e PE1E(Industrial Property,Law,No.9.279) ClIAFF Ok -
HEMMZ DWW T OFRIBLENH D,

ERO X SIZ, 7T VMBI BEEREIRO METBRIZ oW TR B
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T BANIEE L, LTI T DA OIERFBEIBO B Th 5,

OxFR L 72 2 FAOHIPH
7) B R D L, TFEES ] THo?

—JFHIE LT, TFEES) FUOBIRTEY 213772, UL, ALESS
25700, BIEEIR LSRR~ DOT 7 & AHEBIHIIRD S5 E# % R
U, D7e L bFa & LT TFREMBIR) 1213, BEERSCELEDEH
HIEGRAEH LTS Taa=7 ) G - M) DEENLIRE LA,
Fo. IRH) LW ORIz AN LNRWEA S, HEENTIZ DL S5 7%
EENCESE DL ARE TH LU L, HFTZmbRnE N ZEiddH D 2720y,

DTSN TND LI BREE S LI LT TH - TH, ®GeE250?
—PM % 31 &7ET D HFERROBEEIRHPTBR OB ST L THE L T
HDIFEELRLTH LN, MRISIEFIZERSH Y, HVENTHHZ L, KN PM
DAMEZEFHT DIEEIMTOIN TN LD, —fRICTIRSN TV S ik
EEWAE S &I LIRS RES M DD a0 FEOEM EOREIC S
W CIEEIRE R CIIfEICRIZE T 5 2 LITTE U,
PM % 31 48& Pre-Bill 5 80 SRIZBIR L7cimmiZ DU C Z ORI Z [alkEd
5 1O0KEL L TEZXLNLDIE, T TIC—KICTIR S T2 AEWEIRE
WA LTS a2 DD T HBERFIC N D O 2T 56 2 & 72, Fex D
BRI T 2WER T TICHIRENTWD DO ThH - THEIHITRIOLHT
THRESNDAREELHDOT, ZNHLOHBIZHLNIEZ D Z ENEET
HoH) EWVHFEHEDNTND,
H L, [—ICHRSNTWDOWE] &b &I LI 85 & O HRIA
EOOLNTHAIT, FFTOBREENYZEFFOL Lo T 2EN
[T SN T DWE ) hEPEHBTCE R b EESND, £
D XD G EIX. ZOEYWEOREHREZRMIEL TH 5 5 72O HFEA ZFE)

HI~xTHDLEZXD,
Fo, BIEERO REY) 26 ST UIEIR, ZORRITRDIDEND
RHTH D,

DB TR E BEEIROEFS2 CBD ¥20LURT Ch - 2B D& 2 )

—HHAERES 36.3 S=IZHEV CBD 1d, 1994 4E 5 H 29 H LV 77 UL TR
72o7-, CBD & PM % 31 RlIWTih, 77 V3L HRIOBISE RO
PEHMB REFEALICRE L T T ARWD T, ZD#FFEIT CBD ARESEh-
BICHE SN2 Sha & b o L Bbns,

3 Trench, Rossi e Watanabe Advogados (T RW) V&=
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1) a—b—DFFEMIIT=T FET ThHDHD, 77 VANT T I THEHEE ST
La—b—%b I LA HET 256, HETe LT=FAe 7T &b L,
ZOFREMANSELNIFRRII=TF A ETITETT 5 D) ?

=N T HBEEWRD T 7 UL THE SN D THHIRY , HETIX 77
NEFLRT AL, FRES 7 7 UOMCEILT H, (Wi b, a—b—iF1
SHAILIE Y 7 VL TRIEE SN TETEY, @HIRMLARL, [TI7VNE
a—b—| THDHERRTZENTED, ZFAETIZONTE, 7720
PEa—t —ES FOFREE L CRARTREES S, )

QA DE]
7) HATOR RIS 2 EBHEOTM NN T8 Z OO T 2
—SIEFIRA~OHIFIT THEEOHEH BV REFES)) L5724 9, L
Lot 2 TR, B2 0 FRPTIINE L SNAHRORH A RD D
Zlizho s,

1) &5 —EOHWIMHFIZHR, EITMETIUL, ZOBORFIBEEEGZED LD
2?2 ZOHMIEENL HULn?
—HBADNBEEROHFTE RO S L IFEEIDS UTEHAT, HEF
XIFATSINDRETZLEZ D,
ek, FEEMPEE(Industrial Property Law No.9.2792 K - TED H L=
NHHEEASO— A7 EHRIL, FFRFTARP A I THE 60 ALINE
2o TG, Fix b LTE, ZOMBIEEEEIRO HPTBHRIC OV T hiE A &
NHRELEZTND,

7) FEFFHIBRRH PR SHIOBIEEIROHFNT, £ b2 bARFEEORRICE N TE
IIE LW 52032 50T, HEmBRShCvuTi L e 350

2
SRR I EMICH R SN T D0 E D EMERT 5 2 LT TERVE
%9,

HBEADRRFEO T CRRARO bILD L) ZenbTiuR, 77
JVRFFITIZ RIS AT B R SN TV D IS DH 2 a8 T Do FraFT 1T
MK L, $2tle LIAFROIEMMEZ HS T 2 ES FHCEL T DL O KRD D,
ZOESFICESOT, HBEAIFROGBEIECHEELZF S D, @,
RPN R IR S 7RG A BRAIE T D 3255 1213720,

QB RFBSER I A E - Efl
Pre-bill %5 80 SRICIFRFFFHFERHC HATBR/ RO FBHEAHT OKEANH YV | +437250#
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NI EIIEERYPEIEORUIE (55 50 2%) I2HE D L bihs,

<PEEWEE (No.9.279) >
%24 £ PAIEICIE, UEOBHCRIT DR L EIC L DEDOBROIEHE AHE
2L, RERGEIE, TOEBOREOFEL EMICH RS 5720, Xt
Gia B ADOE N < Fldk L2200 hudZe 5720,
i AREOEIH S TEET D Z ENRABETH Y, AMO LD TR
b\tljﬁéﬁg%@%ﬁﬁ WCARRI R AP E O%EIE, HMEIE, INPI
(2 &0 FRA] ST AT EBR I E CTHRE SR~ S E O FREIC
X D, Weans,
B/ 25 & 7L—AE HEORHHEVELL, BN ORBICIREDO R A HIE L,
Z ORRHLA B ZREE L 22 T U7 B 720,
505 HERL, ROBANE, TEAICEDNES ShD,
(a) (D OIEEEM 27 L TRV S
(b) FIHIERL OV L— LA, x5 24 S O 25 SeOBUEATH LT
WS
(©) FFFIRDAKROHFENA # B2 TV DA, XL
(d) FFEF TRl T, FRFT G AR AR 2200 7D FAR R Bt 2 /K
WTWEHE

HFTZBIR L7e o T2BRIC32 T D3 T ¢ & LT DBk - B5F - 74 B A - HER]
fH5-O—KReE Il - BuE) OFIZETINZ T, 2005 E 6 H 7 HOKMEDE 5,459 573
HaEnsd bbb, ZORMESIIEEET 5 #HOFEBICONTHED TN D, KT
%19 K& 24 £T, BBOEREIR u‘:%\ F IR ETRC B O R Hk
(ZBET 2 BRFETRE) « A AT AT g v - REITRDBUF %)%ﬁx%tf’féﬁfo@r%&%
B L7, BB OMRESCEE X e & T 2%6. HHVILRIEE
RSB ERRD T 7 2 A - (FEOHERIHGE 2T 285512, aué%%:p%fh ENED BN
TW5,

< KFifES No.5,459 >
B 19 & SHEEOEST 78R« BEMHELERT DR, BAOERE IR,
B DHWVTHREES - A AT AT Vg - BEETRIC R T S Hi
BAFSICRT B MAEMOIE R 2 Y RICE - 12356
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(2005.10.5. HLHIFHAT)
INDECOPI
: National Institute for the Defense of Competition and the Protection of
Intellectual Property
Ms. Sylvia Bazan Leigh
Technical Coordinator, Office of Inventions and New Technologies
Calle de la Prosa 138 San Borja
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QEBEESHEANTIED L ) R OB L T D02
—WIPO (2/Z INDECOPI 76 & HJiE LT\ 5, WTO ~INEEpaEie/. £7-.
CBD O&AITIFEREA D LT\ 5,
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(No.27811) % 23 ZeDIEHIRILIE 2
% 23 & 2EABRBREICEE S NI ERE RO FEREFTIOE &
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Estudio Colmenares S.R.L.-Patent & Trademark Attorneys {=HES45AT
Mr. Luis Gayoso F (Director) |,
Ms. Maria del Carmen Arana (Attorney at law) |,
Mr. Luis Antayhua,
Bolognesi 125, Floor 9-Miraflores-Lima 18-Peru
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L2>L, IP/IC/W/44T [T AA BN D OFIFR T Tdisclosure] (ZxF7 2 aAfi# 7 &
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et o s U T pEE PEXSECPT (The National Registry of Industrial Property) 1%
LUTFDEIUTHE> T, JRPEHGEERE & FRIREZFOFEL MR T DHIE & 7> T D,
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<aRZ Y SRS (No.7788) >
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Costa Rican Biodiversity Law No.7788
Article 80 “Both the National Seed Office and the Registers of Intellectual and
Industrial Property are obliged to consult with the Technical Office of

the Commission before granting protection of intellectual or

industrial property to innovations involving components of

biodiversity. They must always provide the certificate of origin issued
by the Technical Office of the Commission and the prior informed
consent. Justified opposition from the Technical Office will prohibit

registration of a patent or protection of the innovation.”
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EFEMEHEEEHELEEZS (CONAGEBIO : The National Commission for
the Management of Biodiversity ) W® THiffiF# /s (Technical Office) | 73,
EMENEOGIEA~DT 7 ARFELNE, #GR, T, BET 2 EOMiEL A
LTW5,
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a) Y FE DKL KO pFEHE - (BHOSEHMEEH5) . YFEHEEHDH
BT OO TIERWEGAIZIE, REANL LTHRESNTND Z & 53E
FAERHE L 22T U7 720,

b) FEE AN BT DA XIIEETH L GEITIE, HEANEL, 222 Y
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FE) 5 PIC ZHUS L., BN SEEROEAREZ T 5, SSssmInEZ st T
AR SN 2R T D OICBERRTAE kT 52 L Rb 5,

(HiHI No.31514 25 12 §5)
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b) &7 0yl NOHLHTIE R L < ITAWE IR U XREERF
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AR S TP SRR oSG PH oD R

d) #FFE, YIRS IRESERIR 2354 T X405 HBRAgHiEk K OS5 OA7
(YD T DOFTAFEH L  IIHERIF SUTAE RIS SERE SN D FEMO
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) BRELSNVIAEARO Y Y (initial price) 23 DAL, T Offikg, D
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d) O, BIFEERIME L 2SS IHIR

DEMTEE L, 77 B AT 2 AR% 8 BHEHLINIC, 77 B AT HGEE L IKfT
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BRIZIZ2 7 HELTWD, LinL, EEMERGLHOIE, NEEAEDTr—ZN
1HEMLINTE T LTEY ., 30 natural days ## 2.5 Z & iiﬁb‘J & DREZ ANF
LTW2%, 728, natural day &i%, FHEERK - SLAZEZOHLHOTHS,

<J#HI No. 31514>
F105 HEIARBINLIEMHF
MHEFNE 9 FIORTEMEIERT D & WEE LI-FF I ORI IE -
T, HATHEBRIL, RG22 72 DI Big L QD B T EEE
T oMM E LT FRICER 10 B¥(B 20D 5,
s U T R OERZ YA MR T 5 & XIWHE L T D &
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W2 A 29 &I, IR EIFEFFHBIZET 2 BB HIIAFTHRR D & iiHis
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DFEY | Fex I TEEEIROEEMBARHIE 2 & <FHi L TR Y . HiliEE R b FE

52



CERTHD, EMELL TR TATYH, ZOHIEN TRIPS WHiE &sealififn L
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DD EHBODZ LTI HMNETHD,

A RAB Y T DEMSARIEES 7788 5 (B 79 4= & 55 80 52 &KUY MINAE 1555
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JLR—E YY) LEE L CEEATTORIT R GV EFRanTWD, £o, REF
PRI EAN S RN IT T D EIEEIRT 7 ¥ AR 25 Uiz [JEPERGER ] O
EROHZEHLTEX B,

MINAE A58 31514 546 9 5= B.OIZFER S TWATE 21T, BHARHIEE o
33 F A T — R T2 DR T TH 5D, 77 B A HUFIC ST B
SNDHHED 1 2%, 77 BAFFAIOERFITx LT, EIROJFER A HRIZ B
RLTZD . AT DICY TR T D2 EThH D, K, HFEADEEEER O
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(@) A strain of Bacillus Pumillus for controlling plant diseases. International
Publication Number WO 00/58442, International Application Number
PCT/US00/07454.

(b) Improved insecticidal , bacteria, and methods for making and using them.
International Publication Number WO 02/13306 A 2, International Application
Number PCT/US01/ 25543.
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Mr. Luis Pal Hegedus (Abogados), Ms. Vanessa Wells H. (Abogados),
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Los Yoses Sur, Veritas 225e. 50n. 50e. 10488-1000 San José, Costa Rica
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B, LERCAFFEE DO OFHR T, FFFESE 85 b X PCT ERRHREICHKIT S /v
v = —@ENEPEITE T STV R0y (RERESR 33 52 Z 2 H0 ., Ry
RGO TR Z SN FIEE L 720,

QBETEELERIIR 3 B - &R

N = —RERETIR, T2 OEFHREATRFSIE. R OB GREFR T OMER ] D
AMEICITBEE 52720 ERELTEY, /vy = —FFHTICB O TR AR
SNTVDLEDENTH & LY, ZORREHROEAIZONTHEET LI L1k, F
7o, BT SR ICBIRIERDS B TH o722 LAV L7255 TH, Yiglsiroa ok

8 Ms. Kaja Veel Midtbe,  University of Oslo (Norway)
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I3 5 2 700,

LU, BIRFBEBARBITOSL IR, —RERFHEEDOH 166 FIZLY ., SieEl
1% 2 FFARGOZEFEHARE OGNS FFRREFH 8L HAD . b2 b . —KEFMHE
D 166 51, 14:E (false testimony) (ZPHT DRI TH DM, [BIRFHEAIEIT)
DA bEHASND EHEL TS,

<HFFE>(2008.12.19 LB

FE8E&bHAl FHEANAEWIEL (biological material) [ZBIRL TV 50, H L<
FEH LTV D56, FRriiEC, ZOEHRAINE Lich, F2i3
ZE L7 E GRELE) ICBIT S EMA S ORITIULR DRV, Yi%ie
HEEOERNIEIZIBWN T, A E~D T 7 & 2B TEFTREE DK
D HNTWAEAITIE., FrHFEIC I Z DRIEN R SN ENE L
PN BYANBF (Y =SV

TRALEDSE DO EYMBIOFRERE & [F U TRWGE . FRrBiiE I

(TFPEE FR L iudZe 57, JFEE & 1x, Z0EO RO
BNoZOEFENPAFINTCEEZERT 20T 2, JFEEDEN
B, EYMEI~DT 7 2 ZAZBWTHAIOREN RO 5TV 5
. FERFIHMEICIZZ DRIENEF O TV D 0B A Flid L7 T ud
B0, b L, ZOFREICHESN TWAERDBAATH LA,
Z O EFIR LR T UL 720,
5D 2 SOEEOEHRIRFERIT, BAEDAT LT-EROME %
S HIEHGAE BV THO#EH SND, ZOEREREHIIAENS
FlEHINTAEYMENCITEH S eV, Z OTEHBREE B TO
e, — xR FH S (The General Civil Penal Code) # 166 55
IZHEo T, EEbND, ZOERBIRFEBIL, ST HFEO IRtk
FETFOMERI DA ITFE S 5% 720,

Section 8 b. If an invention concerns or uses biological material, the patent
application shall include information on the country from which the
inventor collected or received the material (the providing country).
If it follows from the national law in the providing country that
access to biological material 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, the application shall also state the country
of origin. The country of origin means the country from which the
material was collected from its natural environment. If the national

law in the country of origin requires that access to biological
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material 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.

The duty to disclose information under the first and second
paragraphs applies even where the inventor has altered the
structure of the received material. The duty to disclose information
does not apply to biological material derived from the human
body.Breach of the duty to disclose information is subject to penalty
in accordance with the General Civil Penal Code § 166. The duty to
disclose information is without prejudice to the processing of patent

applications or the validity of rights arising from granted patents.

5334 (PEX) H8%b & cIHit, ERRHHRAICITM S sy,
Section 33 - The provisions in sections 8 b and 8 ¢ do not apply to

international applications. -----

< —REHEFEE> FE15E= (A
166 & AL, FHITBWT, FRITAFAORTIT, EHEHICERE SN

WEICBWTEELTZBA. HOWVITEENEE ST bNTWDD, £
TEITREE DRI & U CHEE S N D AIEOMERR S DBV CHBATE
ToIISCECHEIE LA, S1aE 7203 2 B2 72\ O COZEE
o5,
FFREOWTNOGEIZBW T, B OREL S ZEZ T2, i
HEa#I2iE, [FCERIDEE S5,

<GENERAL CIVIL PENAL CODE> Chapter 15. False testimony

§ 166.

Any person shall be liable to fines or imprisonment for a term not
exceeding two years who gives false testimony in court or before a
notary public or in any statement presented to the court by him as a
party to or legal representative in a case, or who orally or in writing
gives false testimony to any public authority in a case in which he is
obliged to give such testimony, or where the testimony is intended to
serve as proof.

The same penalty shall apply to any person who causes or is
accessory to causing testimony known to him to be false to be given by
another person in any of the above-mentioned cases.

59



QUEICEIR~DT 7 & R GBI DRI

BAEDE Z A, BILEIRA~DT 7 & ZAGRHEEIIIAFEE L7203, CBD (2%t L7z
National Contact Point D% % YEfiH T 5,

@/ Ny = —RRFITOEE L ER

(2006.1.20. BLHIFHA)
The Norwegian Patent Office
Mr. Jostein Sandvik (Legal advaisor :Legal and Political Affairs)
Mr. Vegar Johnsrud (Legal advaisor :Legal and Political Affairs)
Ms. Inger Rabben (Examiner ‘Patent Department)
Norwegian Patent Office Kebenhavngaten 10, 0566 OSLO

OERFHT & LTI ED X 9 72l CHIFTB R 2B A L= Dh 2
T, ZOBKIRERORFFFHIE & BI/RHIE & oA TEITEGRIC R~ T2 ?
—  KEFFTIREEE O NiCh 5, ERIESTRE D L O TEOEEITERE T
HDT, FFFTISBORIEIZIZRE G- L,
J vy =—% EU IZHM L CWOZRWR AR EC B2 BELTRBY,
I ORFITEE S T HORWICEBIEEIR O HPTBR/R &2 2155 D FrafiktE %
1To7

QEEDORFFHES 8 4 b ditikix, EC 76D WIPO ~Df£ECE (2004 4£ 12 A 16
H) SRR SN TW A HFTZBIR L7 TIR BARWHFEOFFA LR Uv?  ED 72
5. FOEIAD?

— EC 2R LU L TWD D, EWTELEIROBRI 20> I2355 O T,
EC f2 R CIIHEO TR & 2 IET 503, /vy = —FiHE CIEHE T & A1
O5HEZATHD,

B, NV = —HEREFE 8 Kb NHEH S NADIX, 33 KDE 237757
IhREN TS X 91, ENHEOARTH Y PCT 2RI U7 ERSHFE L6
GNTHD, /T =—TiHFE AL PCT 25 L CENEIBI TS TL
HDT, MU TLHIPNIITE A LN,

T2, ECHRUEZ D, UGBS CHEmMHIW\TND LD 7ER, /vy =—i%
AU R=TRWTZOFEMIARRTE, 72720, MEOKANL OIEHR TILERmD
HERIIIDNE D7, HEET AN OEIIA T X LT o~—27 T, BOHIRIT R
AVTEEBNTND,

QEFR=FHEICRT D5 B Dm0 b Y 7
YHITZ V=7 B+OBEFIH LT, HEma RS TORRWHIETH S 9,
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(6) ) VD = —DIRUREIR BT RIC B 2 7EE DB R

(2005.10.8.7 > — 1)
Ms. Kaja Veel Midtbe, University of Oslo (Norway)
Institutt for privatrett Det juridiske fakultet
Postboks 6706, St. Olavs plass, 0130 Oslo

OIERIBLRN G | FFAFRGERIAE & B IR E T BRI EE R O — BPEIZ >V T
HOBERZBHNE TSV,
=/ Ny =—HANE FEPEOIENMERME 27 5 2 L7a< | SRl K-> TRIZE
PRI BT 2 BIMWE 2 BRI m O bALD DT, BT FREM DT X
EEELIRRTHL L ER D,

@A T3 T 2 —RERLZ OMBEEDORE Z R T 512570 . HEEAITEIE TR
T IR ADARE BT 57207 T < HBERHC BB IR O HPTBR R 2 350 %
WEEIRHD L2
—Z 9/, WP RZE#E ST & BISERDNE Cradnb S %a .

7B APEINATONIZDE S A8 5 2 L RNIREERT 2 2,

@7 7 & AAGERERIRR LD BB LT E 5 7> 2

— )T =2 —IZBWTIE, BIEERA~DT 7 & A EKEEHEB I ZIRAELEIE L7 VOs,
CBD OFATDT= DD T IR E - T RIS S NDTEA D,
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1=7 Fo3—=9

(DBCEIR D HFTBA R EDOPNA

T v — 7 REHEICE, BEEIROHFTBR 2RO DRI A E LRV, 272
L. TREF RO R PREREI I3 57 > ~— 27 54 (the Danish Order
concerning patents and supplementary protection certificates) 2003 41 H 6 HZ
6 HE) &V D ITEE B TIHNFTB R 2 25O T D,

7ok, HEEADRHPFTERZ A O RWGAIE, TOERLTHI ENRDOLNTND,
FTo. HPBIRB 2N Z S K 0 SEZRRFHHEOR NI L T2 | FrftHEO A 20
PRZRONTZD 35 Z LIF7R,

T OBRELEOEE & 72 AR O, BROFIESIZONTOF »~— 2 BT,

KOT v~—2 ODIEEFRETOO RN, UUFDEBY ThD,

OBEEIROIREM Z b LIZ LIZREINI DN T, AR ISR RO TR
DR LD, L, TOBGERND, EL N HAI3r— A r— 2

THWrEhD,
@ RIZHIR SN TV DBISEIRDSGE S AFRES N E 5 MR < BRT
NELERD,

@B RT DHFIOANRIL, [EL~LTREY D0, a3 2=2T A 4SS 5ICFELD
FLIR ST | AZ DWW TOBEITFE L2\, CBD D& 2 5695 EFE L
NOBIRTHITHD, L, BEINDARethidh 5,

@OCBD FEZLARNCATF L2 BERERICE LT, BIEER 202D, FHIFZZ O
ITBU S RNEH S D EBZTHDN, ITWVERIFE T & T —~Th D,

OHATEHROBIRIERICE LT, IEo72 7 —~ > MR, HEAIXEHICE
W AUT L,

FEROZ NG, BB ROFEDITZ LI b DD, EEEIRZH - 7= B
DINZEBH Y I LS TRV OPRERETH 5,

<KFFR O R REGTAEICET 5T v~v—J S >

BEILEATE EEIMMDDH D WITEW O EHZEHR L T D0y, EI3EH L
TWAEGE, FRTFHFEICIZHFEA D2 E LTV DA RO IBERY 72 Pl
BT AWM E T RITIUIR 5720, b L, HFEANZ O
BEOHIB 72 AT 2 5 5 72 WAL, FRFHBETZEOEEZH LML
RFHUT BV, FOMBIOHER AT BT Ao ko, E

9 Plougmann & Vingtoft a/s SFH5HT
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T IR HIRE N D F1785% D R AN TR R DA\ NSCRFHE DA ML 132
5270,

Article.3. 4 If an invention relates to or use a biological material of vegetable or

animal origin, the patent application shall include information on

the geographical origin of the material, provided that the applicant

1s cognizant thereof. If the applicant does not know the geographical
origin of the material, this shall appear from the application. Lack
of information on the geographical origin of the material or the
applicant's lack of knowledge thereof shall not affect the handling of
the patent application or the validity of the rights which ensue from
the issued patent.

70k, EFRCSRIEF O “an invention relates to or use a biological material of
vegetable or animal origin” X, WIPO ~® EC #£%(2004.12.16)"F® “invention”
LRICERSTTHDE. KOT v~—7 OERFEEINLIFEREES TN D,

<EC $£2(2004.12.16)%> b >

- “the invention must be ‘directly based on’ the specific genetic resources.”
- “the invention must make immediate use of the genetic resource, that is,

depend on the specific properties of this resource.”

QB EB BRI D HE - FHI

FRROXIIZ, FFRFHFEROBRIEEIRO HATBI RN 20 GATH . AL YRR
ITRRLE B2 70V, 7272 LT o~—2 i (BB 162 55, 3 279 5R) IZXhEiEond
AREMEN B D,

LI, 60T v~—2 OIEEFEITO AR TH D,
OFFFFHHREREZ . FELCHUE SN IHHROBIRD 2\ 6 O YA DOH
BAEIROHEFTCET EN RKIT T2 LThH, 2o ns = &7e<,
HEIIZEINDTEA D,

QFFFFHETIC BT 5 AL THE SN EERAMA D& O 4% HBEDPN
FLHUTRE AN 2 S & EITIE, HRBAFERIC NI DD FREM B D25, 2D
L ORI B o T L WD D IFHRITIR,

QR G4 RPATEHRASB R STV e 2 EAEIE L2 E 0O MR HIEORL
63




F=ANZ ORFFOFINECE U THENFBUZH A5 T LITATREIEA, 20X o7k
SRR D T LWV O TFIRITZR U,

OBRBZ2, FIIBBERS R L SE . RESOMESIR EONE
7 v~—2 % (the Danish Criminal Code) D% 279 SRIZIFE(AITHRT 5 —i%
HAINE ENTWD, L LZHARRACHEA S 2 SV 2 L3, 7223,
GRSt sl

<Fre—r FliE>

8279 & ATAL, FIEAIERFES] LA, FILFEVENEZRMTS Z LIS
LoT, BOHSEOMEBEBDR R YRR E G570, ZOITEIRCNE
ITINEELT B H ML DM OB DN E LT 5 X 5 72217H)
ONEAT H HHA ST A EIRETADT- ORI HiLs,

Section 279 Anyone who, in order to obtain an unwarranted profit for himself
or others by unlawfully inducing, encouraging or taking advantage
of a misapprehension, direct someone to an act or default, by which
this person or anyone for whom the act or default is crucial, will

suffer a financial loss, shall be punishable for fraud.

55162 R/ITHEIRINBE SN TR Y | EX L2 EITF® 4 » HLUT OEEDR SV
Eshd, Lo, 7o~—27 CIAUBET a2 &13720,
(Associate Professor drjur. Jens Schovsbo (=X —470K) Gk )

http://odin.dep.no/odinarkivmorsk/ud/2003/publ/032121-220011/dok-bu.html

8162 & (TN, AEBE~DOHRELZFE ST DTV DRIV TS 72
&2 L& L 814 L34 » HUUTOZE N RE 55,

Section 162 Anyone who gives an incorrect statement regarding
circumstances on which he is under an obligation to give a
statement to a public authority, is punished with fine or prison in

up to 4 months.

BEEER~DT 7 & A KRB DRI,

CBD (213 Access and Benefit Sharing Competent National Authority & L TC,
National Forest and Nature Agency(NFNA)] 73VEGEk LTV 573, NFNA 75
CBD ~DOHEZFEHRT, 7o v —JITBEBEER~DOT 7 ATH T > THEATKRZ KD
IMNZEEEE LT D,

( “Denmark has, as mentioned in former national reports, desisted from prior
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informed consent on access to genetic resources.”
Third Country Report to CBD, Denmark, August 2005 k)
http'//www.biodiv.org/doc/world/dk/dk-nr-03-en.doc

NFNA |3, BRET R LX—ENICHE SNTHEETHY . ENORKRERE, KO
WY DEROBITOELEEZHFT 5, £/-. BRULEEOEHR L (RELZ TR L LD
2, BEREROINEKEEDHIIOL &, ENAOHRHRBOREZRE L T D, L,
NFNA (%, BREROT 7 & AOEBEEITA LTIV, Wz s L, 7
V= IZBWTUIBEERD T 7 B A EBE L TV IEECRANIGFEE T, #HRE
HIZT 7B ATEXHBREICH D,

Flo. Ty —ZREFTORM T, [BIEO L Z AT 7 &2 ZAKGRHEBE ORI O G|
F72<, b LEIT 5 Z Ll @of%%ﬁﬂ£®W%®:&J&bfwéo

@) Trov—VHTOERBELER

(2005.7.29.7 >/ — k. 2006.1.18 BiHIFHA)
The Danish Patent and Trademark Office
Mr. Kaare Struve (Senior Legal Adviser)
Helgeshgj Allé 81 2630 Taastrup Denmark

DB REIEE L 87 > T ORSE
T =1, A AFEFAOIERILGEIZES 5 1998 4F 7 H 6 H ORRINGEEE & BRI
PR 98/44/EC 8512 SNV TC, BIEEREOBIREBEHEEZR L TV D,

QP RA 72 S D HFEOEIS
T — 7 BT IR/ T A 3835 L TRy, E O EERIZIER IR,

OB RO B 25K L5 HHFADE A
HIEIEZR VN,

@OHFB RS EOEANCLY , szl &
T oe—J BT Z @’f’fF'ﬂ ITEZ B0,

OB RHIEEDEAC L Y, A U7ZfRE
%G\—fcﬁb \o

DEBEZHEIC BT 25 % OEmDH Y 7
RS RE EEIC L > THRWI AT LA THDL W) ZLx, EHA LHYF
LTHHIEITT DI ENRETE, To~v—2 L LTUIECIRELZIHFTT 2,
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ASHAE, BB NN—F T A RZHONWTIIA Ry 7L TWAO T, EHeicizs
N—7" B+ (US. BAR, 2NN, ZoM) OFCTHEL T\ Z ENEE S B
=

(DEEHFBITOEE LB

(2005.7.19.7 >4 — I, 2006.1.18 Bl )
Plougmann & Vingtoft a/s F#5HT
Ms. Nanna Wige
Sundkrogsgade 9 2100 Copenhagen  Denmark

OBASEIRO HFTBR 2 L T2 HREAE
ERER . BEOL ST TI0FEEA D Z LT,
(T v ~—27 COBBEIREE O FFFOIFE A LI, EPO IZHESVER S
%o )

QPP REI T ST 2 Z &I K IS ORI
FricZ& e L,

OFFTHIEE & MPTBHREIEE & OREEVEIC BT 2 B

Fexix, THBEAOERMNER & FRHMAGELZ ST 250 L L COBEBEIRTPT
BAiR) MRS AN T H D LR TWD, FeT7r~—27 Tl BRI T2
FENIZESR L TRY ., HHEieR U< THOHBENMEf S LD Z &3 <. BFrFd
T RTINS TEA D, b LE =T o> TEDORFFOIERAS)
PERRTON AT, ITBIIEERE X137 v ~— 2 OFHICER O N D, BIEE
RO HFTBRIL, 178D (R R Ol R i I T 57 v ~—72 48
) THERISNTCWER, T r~—7 Bk TR ZER L TR0 R Y
IZBWT, BRBR2NZ 2B EORFF 2T 5 RETIE RN, L0 HD
s DERT,

OHFTBIREEE N £ D23 A7 T L —SEORREfRR O TRENE
PR AL B ORIV CiE, A S g IREmRE AT 5 2 L2y, HiFE
N E > THFITINE 2 Z ENE 2 5D, Fox MBI RFFHEIC Ko THER
ENDLOTIF L & EEO A A OBEER &SR A (R T 5 2 EEERM T E
TR SINDRETZ LB ZTD,

(B)EEDEIELER

(2005.7.21.7 >/ — 1)
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34 BEAIZL DT v r— Malk
@ TR PR OR{RE PR O HPTBHARHIEE | IOV T DR
PO 7o AT L7006 RKAHI LRV ¢
7) FREESCHETZ M D WEIIZ O BT 5 2 LN TE D,
) Z OBUEIFRF R E 7o 1 BB O A IR Z 52 720,
7 REEFHIEES ., BEZICODD LT VDO TY, ZAUCEIET A FHRO B FEOM ED
T& 5,
1) ZHHBIEITERANTIS Uledyo Tz B NRFFEE T D Hl B IR HELS N O
EEEHE THE S D,
D ZoBREIZE hoOREHIIFEH SRV, ZOMAIDNEH S D ORI T o8

AN
=

A, BEERICEERR T 5 5

B. BEIRICEHEH T 2 5

C. BIEEINZ DRI Z KT D DITMETH HFH

N ZOBRENEASNSLIET £721% CBD RBEILIENCEE S BN I Z o
NN ZH L2,

¥ ZOHIENEINAERET D L 0 I RAINHE S Tnb 2 &,

QPR Z S % Z L ORI
RRC AN L 72 D D UL LRV,

QHIPTBAZSHIEE E NS & 5 S Eh B2 koo A
BB AFT OB, 2TOHPTEHEST 5 2 L0—/WlroT

@H B EIEE 13 ABS 2Bk L TV D DvED>
B S CITpIr T X o, LS S HERD 1L L e~ THRATIED 3 5 & I3 2 72
v,
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1—8 ARAR

(DBCEIR D HFTBA R EDOPNA

BAREIR ORI REIL, BUTO AL ARFHEIC TV, BUER R O R HEN
ERIZEFEENTVD, ZOBREBRHIL, 5 F TAA ZH WIPO X WTO #2551 T
ETNEEZENEL LV TIRVIALTEE E 7o TN D,

728, AA AEIFIRIMBET O FAMFCIL, AA ARFFEOSIE 2008 AU FE TITIdak
ST D RIABRTH D,

OxFB L 72 2 FAOHIPH

QUERE 49a Ik D &, ZORWAPFFEDOEEEIRIC THELSWTWS (s
directly based on) | HAIZHFTBIRA RO BN DL E L TND, AA AHFEIRIRPE
JTORME (FRR@@2) 12LiuX. Zhud WIPO ~» EC #28 (2004 4F 12 H 16
H) 2B 2 TEEOfEH(make immediate use of) | & [FEEOEM L iFIRTX 5,
WIEEIROIREN 2 FEC LI FAIC W TR, TOIREMNEICHE Sz b o
HEE SN2 b O THIUTHRIZR D, L, BRICER SN DO ThH - T84
WZIE—HCITE AT, SRl Lo TUIRG LT b0t b H 5, o, AA X
FEEFEBETOL,  DEEBERE S R WOIREYOLE IR b RIRL T
W22, A ABHFIMEETIX 2 A B E L TV D,

Tz, PRITHE SN TS EEEIRE FI LRIV L, EOBREIR~
DT 7B AOKRS S LIRS RIS E 70D, ZO%AE D, EAMICITEDOFED
BIRORO D0, ENBARATH D5 EITED AT e RT 5,

7B, BIRTREBEEFRORE) CBD BaLRiThiud, FrREEIGiton
AQ/AN
OQFFFHIRERF I Z B3 2 HAPT O BRI N ZY

WIEZRE 49a SFTHESILTWAHHIPFT (source) (FIAWEIPH CTHEIR =41, TFEE
EH] DEEEREEE] orksd, EE7r—2~—2) T8 - fgE Eb5
ol INTND,

< AA ARFFHESIESR >
F49a% Fr) BEEFCUMSHAERRIZEID 23OV TR, FRFHIREESAE
WZIZEL FOHPNCBET 2 EENE £ TWORIT UL 5720,
a. FBANELRERICEZEL STV DA, IR UIHRES
INT 72 A LT BAREIRO T, R SUTHIREA AN T4 &0
H7RVGEAIZIE, TOEES LTI G720,

10 VISCHER Anwilte und Notare (AT
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b. FEHAMOHAVERRICEZEE SN TW D56, BIAE T
FHT 7 A LTSI BRI B 2 Jefl RO T A2 Dfsit
HIJARR D HIFT, FEIA SUTHBEA D HET 2 50 & 72 WA I,
ZTOEZES LTI B2,

Art. 49a (new) Patent applications for inventions which concern genetic
resources or traditional knowledge must contain a declaration of

the source

a. of a genetic resource, to which the inventor or the applicant has

had access, if the invention is directly based on this resource;

in case this source is unknown to the inventor or the applicant,

this must be declared accordingly;

b. of traditional knowledge of indigenous or local communities
related to genetic resources, to which the inventor or the
applicant has had access, if the invention is directly based on
this knowledge; in case this source is unknown to the inventor

or the applicant, this must be declared accordingly.

QBE~EELERUIIR 3 B - &R

OFFFFHIRERFIZ . FECCTRUE SN2 EM D B2 22 \WIGE O YR DT
x5,
(LU, AA REFREFEET & L COXHBAOZEEICHE ST LT
V., BEEROHFHRIL, HBEADBREMIITI bOTHDH V)R TH
5o o T, AA AWM PETIZZ OIFRNIE LWINEDOFEIT LR
VY )

OFFFFHFET I 5 Rt THE SN EMRAMA DS O 4% HFE DR
AA ABFRFAIAPET O AR TIE. ERRO X O ITERO G2 HE L2V, b L
TEMORE D DI EINTHEIEL, MIEOBSEZHBEANICEZ 5 Z L2725,

QR 5412, AR A R STV Z EXRTE L6 A OR
BOETERIZITHEN 723 AA ADOIERFBHTO BAFTIE, HEEA RSS2 F
S, HEBIROFERNFIHMEIESNDTZA D L LTWD, LavL, FrfFhzidses:
ERIFS2NL, HEROBITH AIRETH 5,

OB TR R LT O
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(PCT DEMNE

10 HAA AT 7 LA T ORI B,
ST DA
PRARIZHESC B /TR 30 4 A LIMICE S aidiudre H ey,
FE~DOBATRHC G DRI b D LHEESND, )
723, BUTOAA ZRFHESR 59 ZRQ)TIE, b URFFHEENE D b7 Bk 2
TSN EEIL, ENEMIET D200 THIEZ 525 &L LTWD,

F8lag 1. F 49 FKIIELENTVWAIESICEEL T, MEICHEST-IERE IR
T5HIL. 10 TAA A7 T LU FOSI48ICRE L5,

<AL AEFFHESIER >
2. BHEITHRONEZM LD Z LN TE D,
55 188 4 HFEAITEFRENIM PETICRT L, AR SUTERE A D 30 - A OHIRN
W2y LR ZATORIT T 570,
HATDES (G 49a &%)
1 Whoever willfully makes a wrongful declaration as referred to in

(]
b.
(]
Art. 81a

Article 49a shall be liable to a fine of up to 100 000 Swiss Francs.

2 The judge may order the publication of the ruling.
Art. 138 The applicant shall be required to carry out within a period of 30
months as from the filing date or the priority date, with respect to
the Federal Institute of Intellectual Property, the following acts:

[...]
b. declare the source (Art. 49a);

[...]
b USFFHIBRSAE U T OIRAIOIE O O Z 2 iz S 7 &
T, ERTIE, FOXRREMIES 5720 0HMAE Z Ut b2 5,

< AA AEEE (1995 45) >

% 59 4(2)
HITI, ROBEITEOHFEE T 5,
(b) % 59 F@ITV D KEHHIE Sg & &

4]

=

% 59a 4=(3)
[

BBEEER~DT 7 & A KRB DRI,




A A AENOBIGEIREARICOW IR 2 ENTE LT, 77 & AKRERIIF
ELZRV, (2002 4EICAZ T A TI—TFER S, 77 & AR AR5 2 &
DFEFEZDON Cifsam KAV FE S, T 7o R 2 VED LB X7 I S =, )

(4 A A REHFNHIPAPEFT DEAE & B

(2005.7.5.7 >4 — I, 2006.1.1.BIHIFH7)
Swiss Federal Institute of Intellectual Property
Dr. Martin A. Girsberger (Dr. iur., Attorney at Law, LL.M.)
Dr. Lukas Buehler (Dr. iur., Attorney at Law, LL.M.)
Co-Head of Legal Services, Patents and Design Law(i#i A & %)
Einsteinstrasse 2, CH-3003 Berne
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FHPRANARFZT T D 2 &0, BUEDMMERIE DR SIZR DO RETE, PICK
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JREEHIBH R, RSBy DBENEWE I~ B ORFE 5 2 UE, ~VL—ERSa 2=
T A DREZT DT TR, AT ETRICH VIR EBEHE 12692
L7 %,

WTO (IM—, B AL AHERE, KO R— "~ 7 —heRU 7L T05
T A =T L7, FIZWTO 1L, B3 & S Al SISkt O PRt 2 ek T & HME—
D7 =T L THdH D, (> T TRIPS WHEICBIREM 2D AT & 72,

AA  EEERSLEREREO R EH R AL A3 T —B bk & &
52 ENEETHD LHMLTND, ZOTDITIE, A A3 T o— & RO
W 2 TS 2 Z LSBT H O | R PEIRTHI OFSEZ~ DO PR &AMl T > B B
IR L 2 2 L AT,

HARDEARR RS, Z OREZ #2513 IGC AR biEN 72 & Bbh b,
THUZLTH, ERT 4+ —F AOEEIELILRET 5 & 72,

o E N ORFRE(Patent Act) 2 FIAEALSy & PIC (2Rt % CBD #lE
(ZHLE L7 ICOE LTe, BB T, AT (biological materia)lZ 7237340 % i F
AEZIXZ DR PEHE A 2 6, 7o EIRFEHEE OEED RO TV D H551% PIC fF#D
HEN2END Z LD, Lo L b OBESEBEFHRE A Shd 2 & i3
VW, Fo THFROERERIIHEET 02 A2 0575 2 &b, 7272 L., EAERE R
H L7 A1, AHREBEIA~OERE S L TR F 9595 (the General Civil Penal Code)
IZRED Z kD,

DKl TRIPS 3 & CBD (i3t <  MAICHER72 BIRIC S 5 DT,
TRIPS ) DEERLE TR, KEE L CRRFHIEL S CBD 28 HiAte = &,
RR R B RIS OB L 5 Tnd, Te LA, R BINL LT EOEN
il T PIC P 22 ARBL sy . M OEIRO AR IEMH 28 T 28I &2 2 T Ao~ & 72
LB X TD, WIPO-IGC TIEE-7e~ 7 — b & L CZORBEIZIV LA TV D, 1
> TZOMEITIGC OHTHbDOND Z ENEYIIZEFEZ D,

Fx v VA ML ATEHR LI\ 2 B BT 5 DI o7, =
DF = v 7 A MIFER SN TV HEPEMICOWTIZa 2% & 5 SE)
H DD, IGC X° PCT 72 EDOERE T +— 7 AMIBW Cikim D AR 72 U7 572
U,

AA A1%2004 4 6 H D TRIPS B2, ZhnbEMfES LD 2004 45 5 H O 6 [
WIPO-PCT EEHZNTTHRHT A AL ALEOER 2T A TETHD, ZOIEE
(X B CEEEIR L AR EERO TR R O L BEE, GO A 5 6
B T DA A N EEE L TV B,



Fx v 7 ) A MIBHATOFEREENIZ L TWDETTHY | A
—PMEHE LV E S TOBREHR LD, BHED L5 L LTNBOTIRARL,
TIZUNELTE, BEENZOF =y 7 VA MIGENLREICFEEL, ZOMEE
LA SRR R E T D L O HELTVD,
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(8) WIPO/IGC6 (200443 H 15 H~19 H)

CBD 7€ VII19 (25T COP 7 75 WIPO ([ ZE R S -8R o 14:1%, IGC6
BfEIZ 253 CBD F5 /706 WIPO ([ IERUTAE 2 HAUWIPO/GRTKE/IC/6/13(31))
SZHINT, IGC X Z OFEFEIZS 2 DT TARSERICH: M L7-(WIPO/GRTKF/IC/6/11(%
)78, WIPO Ot D234 ASCP, PCT U 74— « U—F 0 7 7 )—7)Th Z DR
FELBIRL TV D EDERNH 7272, WIPO — e RIcENRD Z LicioTz,

IOty v a CERERNT, SEARNCIRE SN [T 78R ERRSE D728 DH
HIMBEN A K Z A L (WIPO/GRTKF/IC/6/5) | (22T b ikam 4L, 2004 46 HARKE T
IZHAENDERARE T2 2IThoT,

(WIPO/GRTKEF/IC/8/9)

(3%1) WIPO/GRTKF/IC/6/11(EERBE DR E)
- COP 7 TEAR 7= P VIT19 (2355 < BhEEE o8 H 2305k

(3%¢2) WIPO/GRTKF/IC/6/13 (CBD %5 & v #2H)
B EEPRICEMRT A PE VII19 O 9 HIEngEssoE B 2307
AR ETRRC BIFR T D IRE VIT/16 Z R

<ERFEE>

IGC 1 WIPO |25\ CBIR IO T L QO B ME— DRI TIE
72 BRERD D ZOREIZOWTRREIE 2 EE LRI LTy, LA
WIPO DDA T X 0 R eigmn Tt Tund, COP OEGEIL WIPO 2fAIC
AT 72D THY | IGC 1L Z OEFEIR U HREVIGTIT RN EEZ T D,

TANT L FEC AF)| PN D R ORI BT B E I DU
THRL., ShEIET 3002 EM T AT SRR MRS Rl X AR CRET
5 HABENSENNEASICIEZSH D, £72, IGC 1L CBD O WTO D X 9 7o [EBHER & 177
L. BB 2 B EEIRO TR B 2 ERR 2 i o 2 7 2 2 BR%E T2
VEEZHHTHRETHD, 29 LTmV AT LI CBD O BHIDENE X252 21220
I PR SR BB A Z T Lo 5 B OITiE 2 By,

EC KOZFOMMEE LTid, RASEROMM FEHEO IR BT 2 A O E O FFY
HB L LT, WIPO ASE{EEIROIERIZ R I ME DICR b S E D LWETH S &
L2 THY ., HSARBRERA &, BREDSESERICEIRT 2 b 5 2 R FHIFEC
SNT Y B — VB TIBI % 2 & 2 RIS 5 & 5 22 28 A3 % AT 5
WTZOLTHEIL, FigT 2 X&TH D,
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BKE  #E VIVI9E /55 75 7 812k 5B R A 5 ORI R G

B8, 1GC 132 ORIE A Hatd 2 DIl L2k Th 2 L5,

(R R & BUARIROFI N B AT HRREOW ARy &\ 5 BRSOV T2
MR 5, & BIT, RUSFOBILE, EFRAMOFER AL, 2 L THRERD
SR OMESEMET 5 2 L 2 RHENCKET 5, L L, B 2 b0 B%
FERRT B T b OBGEOHHZ T D L E LD 2 LT Ch 5, FiT-RBRERDTH
RERIFAE < 2 LIl b3, BEOH D MDHPITF RV, (R & B EE s
B LCh, B i Laeh - 7= A, T OBREBRITHEM Shavy, B, s
EIRARE L, FTEDSIFHE S TINADT 7B A %R, IR OFMN
WTZ ORI B A B RIS OB W THIE 5 AR/ AR A5 S LT
Do 60T, FHCBIRIELRDFIE OB /2B & 5 EEROIEH MOERICF 5
BINE D HBEED LWERIZHEN T, 2O LWBIRERZ T 2 LI< K5,

HARROZIISE A& 2 1215, = 9 LImBfF 2300 5 2 & CIGC OB BRI R TX %
LEZBNE I D 1 INEIRT DD 5 E 5 oW, BEORFET
B RELR A E D COSIMBEICEI X 720, $72, 25 LEBRERICE YD, Y0L 57
T CRUBEIRA~DT 7 2 2220 T PIC 25845 L, (SRR A RO HEE L 0
P ORI A B TR T 2 8IS 72 5 DS SO TR 5 $iil% 2 & oM E IS
BEELTHE D L HRET S,
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(4) WIPO/SCP10 (2004 4E 5 A 10 H~14 B)

SCP10 BB Jear bisam ORI 20 U7z B KR =ML, Holi7aseph e SCP ¢
OiEREE B LT SPLT BERIZEET 5 HAKRKEFFT 6 OfEEE (SCP/10/9) | %1
MU, SATHEANC R ET % 4 THEUETENN, 7 L—A U 4 R, Fliit, #5500 T
RENTZT 7 — A "o =V DOREEFHNFHETREEFELE, LirL, 78
YT TTUN A REE, SCP B 1 - ARTORE IR E CTHDHZ L. £
LT 7—A My r— 3@ EEOBLETH 2 BEE TR & AR R Z N 2 728
B2 b DO THHRE Z LA BRI LTz, £, 77 —A M r—CONEEIR
ﬁ#é’k%EmP%ﬁ%ﬁﬁ&@@%%ﬂ%&%ﬁ#é%kﬁé*&:owT%A
ENhotz, R TATEIN R LRI, BIEETR L OGO R PEEIC
ou\fnmnﬂ“éﬁ AT 00, ffEmldkEl SCPIZR LS NG Z LIz~ T,

<ERFEE>

A mmwzw%s%@Lw 2000 4200 PLT  (REFHESHK) 7Y TEIBSID 22 K57 R
LD DD BERDIEF CEREIZ > TWND 2 EnD, ZTREFEET5121% PLT %
Ezf_ﬁaq:{fi@/\“—%ﬂ‘/fﬁb—/a YIRS BIZHET 5 TN D, fFj-kfalF/f@/\“—:Eﬂ‘/l’
B—Ta UAEBET O, BHOKETHS, | EPMITRL TS L HIZ, FFFFo
—EFA P a L ORI ETSE Y EROTND,

IN—FFAB—ary] 295H5Z&LT
FFHRRE 2 B 9 D BR O FH 2 AR L
BEDORFFTI CE 2 2 BAMEEL O, FFT & HBEARCR 2 2 EEIE¥E A [
T 52 LT, ATTHOFEBEAHNERL 2D
FRFOME DM B35,

FHRPEEH Lz [SPLT 124 2 50l O REEHRSCP/10/8) ) SCEIZ b il H 5
X oz, EREFEFIT SPLT BHEOHAIR CIIEFTFON—FF A B— 3 v ORI
FTEXRNWEEZTBY, ZNE2ERITAITIILLTO 5 JFANCE S THLD T e &
77,

. RHNCHEN SRR T 2 BRI, ERANRT T —FE1T\0,
. RHRPED IR WA & BT, EBLRRER Ny 7 — U % BRI

. BUTOWEENCEE L2y 6, o2 EE 2Bk L,

. = —OFERITRKRRR Y #ie L 51T L

. SCP CThiEmattd 5,

() NN GU I VR
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HAEE LI ERLFRNCES S LV BBFSTDROURNISI LA TN D, &
[BDT7 7 =R by =V OFENRENL, F L, B0y r—U BTS2 E
LTPHSNLDT, 77 —A b3y =Y OEPUTNT DR Z EONSRET 5 Z &
HEETS,

EPO (3 AARDERZIHFF LTI Y . FIRRFEL SCP TOIE¥ICS
BOHRDL TP Z L@ KT 2, FRREFHEONN—F T A B—T 3 V2 FEHMIZ
MDD BT L 72 p 01T THEBARER T 7o —F] THY ., 2—P—H A RORIFITT
STHRIELILEENH D, 77— A MRy —0E, TEFERE) 285535
T L=V F RHHAATLRETH D,

KE] &Pf@%ﬁhi@%ﬁm&ﬁm’ﬁ<;5%<%mfméomm&ﬁmwm
Bt S D7 7 — A hXw r —UIZBT B MBI, SCP X =Me R 4 Y B
6~%t0%9¢hi\H*&@ﬁﬁai\mmk@ﬂﬁﬁﬁfm&<%%W%ﬁﬁé
ROFREE LT, HFILBOEELEOHE L FFFE OM ., 2 U CRRITOEEA
HOBIRICD7RINDTE5H 9,

SCP TOEAKD Z &3, WIPO-IGC (28T 5 [HFERF OB &I M OfsHtrm
RO HFTB R REE 2 RIS O dm a1, BOE D LITEES ARV OT, KE
A% BIBIREIRCEHIEER OB R ORI 2 5072 IGC IZIFREmIc SN 5,

FAN SﬂWW9IiT% SNTT 7 —A My I —UIATHIRIZ B E S 5 4
HEMNEINTOX, 2o EHFE (users) | ([Z& > TEHEELE LB ONIENLTE
%50L#L\:@iiﬁ%mmﬁmffﬁﬁﬁJmaiﬁ%éhé@ﬁ%::f%i
LB DD, A v RIZHERT T h O RAE L [FEEIZ, TRIPS WHiEH 7 5OMANCED
WENTWD MEHE] OEFRL, HBEASLHE=FIIRE LR, JKWEKRTO—KRA
KB R TWD, (e TRAFRIELI I AR b B MEHE ) OFERICHERT N
X Thd,

—RAROFRICOWTIIRFITORF T2 LR L T Db Db H D03, ZHnE
I LIRS, FIKEEETE < OETIE, MR L U CRERFEG I EES
ISR OFZRIZE O AHTeBERE & LT ENSACEARTHT S, FerhlEE o ol 4
S>TWNWD, £I9EZDLE WHE (T 2 ERO L OBEZID, PRI 2 L2538
HHNDHIEE OHIBR, RO%Ema TR 5 2 SITFERTERY, 77— by r—
DNZONW i D 2 L b EESLHEL CWAR, TOMOMEL £7-. @ EEO#
RINDRD EEBEZEZZTND, FRZH 6 Bl PCT U 74— ADVEET N—T DT
LWL OPDELDFEF LTND K912, BEIEER., ik, K07 +—27a70
PREIT SCP OIEEICBIT HHEELRRD #HAD 1 DTH 5, =2 iUz, Hifis
SOHAf Ot & BEEE L L C SPLT BEOFSHAICE Y AN D HERNDH D,

BEEIROEHRE A, 74— 27 0 T ORE W9 % EEOBLEIC OV TS
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SPLT TOL £ &I &L EEALTND,

7T VN TR N, BERE LR DT D OBURTFECH D L R L
TNDZ D, EROMERICEE LT IUIR 620 B 2 Tnd, HEADFIRIC
Bl 25 2 & B EFERG. EROFREE W D DA THIUTEETIZIH L0, EHED
FEIBIZHYRAE T RE 72, B CER6720old, BRO MRS TidZe <. WIPO
DA =T HEZEDGFRIZHi L. SAMMHEOETTEZR->TWHZ ETHD, OF
D ERRSSOICHIHEST D v ) Z EIRERORBIFILE LV S ALOFREDOT-H 2D TH
%o SCP TOiEima EL ST LEWVDRRNT 7 — A h Xy i — U OO RGA I
21, AROFIZRICH T BB 72 S TUVRND T, B TE 70,
BAREIRSCAH EERE ~O xR & U Tl 72 TR & 1d, TSPLT BLZH 2 5%
(SCP/10/2)] T2V Tifsam ke LiselT 5 2 & 72,

FARIPRRE N —T T A Pt 2 L OB M LTV B H 1T
FEOBLHECH SRR ER Y ST d T L0, SPLT BRI H4 OBILENE £
ALTWRNWZ L33 bivd, SPLT O BATHICRF G 2 A b OBz K 5 HE
ADEFEIEZ 5 2 E 120 TR BRI 5 72 DI L T
ZEITERTAHZETHD,

AA AXFCKEDR LTe 7 7 — 2 b8y o — DI fiLde &
SRR L EC AHRR LI JREHIE b ZAUCADE TR T 5 &0 ) SICER L TV 5,
SEATHARIZBES 5 4 T R ICAEAE DL, BRI O SRR RRE O Lo
Bl h, OWTISeEE & i@ EEOmEICE > TA Y » MRS D,
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(5) WTO/ TRIPS #H#E<% (200446 H 16 H)

EC IO F = » 7 U A F(IP/C/IW/A200(Z 5 K L, EREIRB R H L Z—E DB
OO L TRIPS WhEICBEEIRB RS 2B 0 iATe Z L 12OV TOmI TR
WMCTHHEEREL, v L —UTEEDET, T 7 VAR NMUE- Cilamd D2 &2
BROER Th o7,

£, AA AFLIET WIPO (2485 LTSGR A, #iizis THRROEFRTE] 2Bl
1= 3CEIP/ICIW/4235) 2R R LTc, ZAUTK L~ L= T b WS OB AZIT 7223,
[EIZ 1 3kE] TRIPS BEFHATITHOND Z LIl 57 PR » Iifmm ORI < | itk
\EEDAE b s ke 2 X 98 L7z, RIEESATL2004 429 A 21 HIZEIETIE,

(3¢) IP/C/W/423 (2004.6.10)

AAAD VRFFHIREIZ 31T 2B R &R OMEFER RO HET O L2 TIZ2W T |
2004 4 5 HIZ WIPO @% 6 [a] PCT V 7 4 —AEE 7N —7THEEH L T,
PCT BAIKER~DIBNZ A > b, Z OHF Gl AR SRR ONASF %
DOHFTOBRZ HBENIEFE T 25 2 & A ENERNIC IR ST 28BN 23T
W5, ZDIED ATREEIIIHFEO ER., BASE& OMBHEHIETRR D HET OB,
HIRERE D P BR R O ZEH5H0DH, M USR- 72 BIRSOBHR AN 2 STV WA ATRE
PRIERIHRER SOV TR ST D,

<ERFEE>

COP 7 DWIE VIV19 (2350 T, WIPO (AR PERE RO B R EA: & s
BEIRT 7 & A L OFBIBROMI AN S & 5 B L2 2 LI2o0 T, WIPO (3R
B0 T~ E L EZ TN D,

U R AR TR SR IEARE#A, B LE S — T R T F =
7Y A MIPICIW/A20) ISV Caimm S 2 & 286 LTz, Farens DAl
7o 7228, A v RIS Hhb 2 O ek 288N b2 L OBREE LT, AA
ADFIITHH LI S0, RraFHHEI S &0, AR OFEHIO TR RIS
Pk e R LY SBEBRODARICNI DTS

EBSH R R OFa 2 1A D K 01X, A U A —[HR LB 725w
ZITHOZ L THRBELEZ END, TR ORMEEZENNICEY flTen A2 flrd 25 = &
DIFINIRTZ, F =~ 7 U A MIP/C/W/420)~DFTR. & L TUL FIZHx OFE R a5,

RN R B 5 THFT U FEHOBRR ) (22T, F= v 7 U 2 MIP/C/W/420)
Tix MFEAICE A S 5 48& R (biological resource) K& ONBEEAR LA HI7% O JFUREE K O8
HFT SRS TWAR, HxlZong IS 477 ) ao—BERIcfiH Shb
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BIZEIR (genetic resource) XTSI IR D HFT M OV SUTHIERFER ] L& % 5,
o CTHEDERIT., EBEEIHOHATOBER( disclosure of source of genetic
resource) ] PFHIS L&, 7272 L, Z OBIREHIZIZHFEA DB E IR PE ! 21 1)
(ZHYE L TR WA OXIS HEE L Tl e b 7wy, HFEASK LTk, b
TRICIREIZKHEN T RE Z LA RO T RET,
BIRESRORRE LTI, BAFDO XD 2 ENRFTHD,

O BEEFRENERL—— LR Uiz REERT 7 8 AR OEROFIFATED
HFREOESY A « 2K 2 ESF LT D0 E ) b, E72EWNBAIZEE LT
LM E D IR D DITARNLD,

@ AEPEREEE (bio-collector) AEMZARMERE ., KOV ERMSIC, fHHETHZY
RENT 7 ' A LR R AR 5 2 & T BIRERIZT 7B AT oM s
T 2RO HF | win-win OBIRZ 52 5,

@  FFFTHEO Y —TFIEFTH 2 & T, L0 EMRATHIN AN TE D, &
R A N ST | AbA S (=L oy <9 R RN N DI s e Vo N I R VAN

@  HFEADENEESF~O TR MB) X )3T & 725,

PR SN AEHE L 0 RANCEES 211%, S TNIMRIEEY AT AT OA
BB LTEASIND Z EVEL, 5F ) CBDITHESNLTWAZ YT Y7 -
NG A e AT = ALZHE L, CBD fifEN N ER A AIRRICT 5, L, Z
D& D I Fhi & OFADNRFFFITIATE EOARZ 52 5 £ 5 TIEWIT 720,

BAOBIR, UIBIRD STV RWEATE, FRAEOFEFHIN COMS Lo (R
EXNHTEHEE) TN T RETH D, VAEE(LICOWTIHBEAN Z OEFEE 9 X
%72, TRIPS WhEIZJFHERPI RIS 25 0 IATIRREIC DN T, 2O R E PR T 5
O DITZRV, BB T A ED X D 1KY AT O E T DI RN TH 5,
Z DREITERE & IR H DT, EEED L S LR DEBEINDIDON, T
Ko TEZNEDD,

YENHIELIZ ISz PIC OREMLOBR & FIRSA MOV CORHILZ SR S E 5
VAT AOENITEKRLREERH 5, 61T,

@ BTN ANEOEBICHI>CTT 7 & A RSB e ST E 9 g Hllr
T HOIIEEE, FFPTOFHEST TRFHEOHIE TH Y, FHEIIHEH L
IR, ETOHANCEE L TV D0 E 9 0wl S8 25 OIRFFTIC & -
TRERAHTHY | FHFROMEZS X Z3,) o> T, BEERLWME
FEBIEIRROD TG MO Z FEFTICZRET 2 L0k, SNE DT 7R &
FIRBL R ORI E T = 7 LTCNWAB T VTV T e NTR e A=K
DCEET D HDNREITH D,
@ BITETHZ L OEN 727 'R LHESE OENE] 2ED TR LT, FUEH
RERAE A BAR OFIHILE: & 3 2 D135 EARFEETH 5,
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AA ADMBH LT E S BC /b0y MIOWT, Thbk [k
)T Y, TRIPS BFERO@MIL - OREMET &) L LTl L,

F =2 U A MAP/CIWI420) =66V TRIPS B2 i d 5 2 L 1K
LT\ D, AlEI AL ADMEH L7 3GE (IPIC/W/423) 5l ST 5 TREEE ) < T
JROHFT ORFEERITAR TH D, 72721, LLTORMNH 5,

@ “invention must make immediate use of genetic resources” @ “immediate”
DEFLIT? BIEERE WO RFEMEDOFIAZR D), Ziv e b RHrIERZ &
g 2D0:?)

@ “the declaration of source”®EFE & 1% ? (AA AL, source DX A BIZE IR
WZSHAVERR~DT 7 B A RN OMHEIZ L0 AT DA 2B 53
LHERE LTWD),

@ IP/C/W/423 D 22 T, THIFTNTIET — 2 _R— 22 OIS & Ei 5]
EHDN, TNHOT —F_X—=ALFUTINET 7 B A LRRERL D5 E LTHE
ODHREMN? HDHWE Tsource of origin & L THZZTITHED D02

KE|  TRIPS #hiE & CBD (CFJEIFEES | FRAICHHTERITZ LR LTV 228, 6HERY
HlklFEAR, TRIP Wi & CBD ORIROMEGmZ 4% biflke L T < 1T, TRIPS #ifiz
IR 2 LD RRILSED Z ENRETH D,

rZiZ L, TOEERHIIETOEOE R ZMEL I A, KRSEZHOTRITH
(T72 5720, BEC RAA ARG 3 A MOERNIR SV, Fox TRl 28 U C
CBD % 3 L & 5 &3 DA IO Lt %,
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(6) WTO/ TRIPS #HHE% (200449 H 21 H)

TN AR RFRE L Y= H A XA TN B S
AWEIRR O, XUIMEFER RO HAT, WO FPEE O B/REFEE ONFIZ DN T
(IP/IC/WI429) | %, F72, ZHICF a2a—N"E 7 7 RANBENSMEFRHE L=
(IP/C/W/429/Rev.1) ZH&H Uiz, ZOXELT = v 7 U A ~IP/C/W/420) Chgsd S 7= 3
DORED 5B THFT R OFFEER R (BT 2 ER. TR Ho72BmR, #o72BmR,
FTE, BROXE) 2V LTEROH ), £ LT TRIPS WhiEGET DIREEN e S
bDThsd, wEEELT, Ty 7 VXA NEAICERL, #ndbsZ8IcLk-
TEEHEEZREA D LW BERIDBA LN, TIUIEEEZB XA KER, mibl sz~
L= T b OBRNCAA ANAIET % 72 EOFERABINEFI e S8, BARA 72
HERRI T2 o7, WREEATE 2004 4212 A 1 H—2 H.

<ERFEE>

AN AEFEH L7ZIPIC/W/429 1L, F=v 7 VA RO 3HEHD Y b, HHIOHEH
DHBRAE ] S 7 2R TR & AGHKE S, O T & OYRREE OBRR | 12DV C BRI
B L-bDOTH D,

1. ZEUCH S MG R b 2 B % {nitanmsk oD U pE E] K OV PE I 0D B
B, FIRFEAE OUCE R OERTTFONIEIZ ED X 9 IZBITSIOD N,

OERFAPS L TE 2V O, R PR E D BHET 2 A TH IO RICT 7 B A T&
RNEWHFRHNS | A THI DT 7 R A Z AR T H A D= R LPRESNT
Wb, LML, ZORAI=ZAATTRTOETEIRCT 7 8ATE 5biFTidil,
FBRHI B2, £ 2T, FRFHBERRCBIREES 23T 2 itk 5w 5%k
ITHH~DT 7 2 ANAREL 725,

@TRIPS WhEH 27 5= 2 T, 3 HIZHAD FFRFOXIGD BRI S D DS OHEIC
LR T 5,

OV SHDETIXENEZET, 7 L—2OaNMEERHET 5720, 7=, K%
PS5 72 OICH 7RG MO 2355517 Tk v | TRIPS Wi 29 0B E(IC
RS LChH, BIRFEBIIRRIFO-E O FoB % T 5 OICE R 725 % o7
7,

2. R S AR LB RO HFT R QYR EE OB OFF O BRI
Dy

OBHRIITEARIEEDNFERBI S & 9 BERiD & 5705, T DM A H 2,
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OBIREB ORI/ 5H L, BIEERZUTO X IIHEHALZGAETH D,
« 7 L— A ENTRHOETERT D 72O
- 7 L— A SNTFAE BT 5 7 mE A O
« FEBADBAFE D= DVESA: & LT OfEH
- FAOBR ZEET 272D H, KO
- DR DT DI ER T s E k& L TOfEH
@BIRFER & I3 72 DIEHL LB EOBEHEMREIINT 5 L) JRNH 528, i@
WO T v A TITON D UL EORERRCSCEER A ZER L TV D H O TR
DT, ZORMITEIZ S0,

3. BMoBIRMTONIGE IIBIRMTONR ) > T2 55 OIERIZEIZED L 5
2H DD,

OFFFHT GRNIFBIR, N072B R, o eI BRI Hma, B 25
(DD Z & d7p < BIRIPICE D)2 BIRDS 28 SRV G EITHFE R b vz
bl LBpsng, ZOBK FEPRENDZELH D,

QOFFHIGRICER SNIEHEEIE. TN D,

* WHNIBAR S A TUORUSSEATEANC K VRN RIS 50 £33 BAR EOFH
THEME S LD L OHITS SITRRIE, RPN 72 %, 7o, FRIRENICIERR,
AAG372BIR, RS T BN 72 SV, RFRF RN 2 D720 T2 < JHEHAL
DEINHATEL SN LND Z &N D,

* WUNIBAR SHU TR, BIDNCEERE S 3 IHE-CILFIZERAE Th 5 Z L HIBA L
ToRRIL, FFFED B £ 72T T TR S LD,

S WYNIBRR S TVAIUE, 7 L= L O—E DTN O REECFEIRATE L - TR
2T DAL, 7 L— LOFHIRD B D,

4. SEEEEIFEECER S LD D,
HFE N B EEIRO AT RZ T 57217 Tl . TOBEEFENEMSICT 7B A
L. FISES 2 L=y, TAHZ L1012 EDONEEE LT uTze B 70,
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BIfED TRIPS WhiE & Z DEAITIT ATk i > TWH DT, Fxid DERH
PR 1T D A RE L TWD, SR IP/C/W/423 D 24-26 HilZfe
L THDD, HIEICRET 2005 L, BIFEORFHEORI TRIEETH 5,

LIFIEKEAP/ICIWABDIZHK T Ha A b ThHD, KENREETD K kb7
7 a—F 72 CRIEIIfRE SN2, o7 7 a—FRNEH S5 0%, BT 7 A
& FIZRBL 7y DRI NG ERBIREIR & AR AR ER A B2 T I TS
BHThs, ) T CTERFEZETLIE LM Z 13Ty, £7- CBD % 15 %
DOEATH, FTHIZ, 7722 LFRENIHAAEREATHD Z ENRODLNTND
DT, A AT L DT Fa—FITBR LTI hotz, LinL, BHEEZED S
FEEIIHIE 2 X D BSRERIIC S 5, HFERFO BRI R 721 TR TSRS D it Tl
PRV, DOMBIOHEE L5 = & TT 7 A LRISEL RSO, T VTR
R E L 72D 2 EDVRSILTWN D,

Fio, FEPTICIE, BIRBEOEELRE LEMEA T ESE57-01, BIRasi-
TEMAMER S D EOBBICED L HRE L, b0 Y 2 ME CBD & B8
fRIZH D WIPO 231 v 2 —% > h TREATIUE FEORFITIATE EOAE b &%k
BHHAIFRLHRICY A MIT 7B ATHZENTE D915,

KEIPIC/WIASD~D = 2 > NI D L 51 T s,

DA A3 T —TIFERNER THIET 5 2 EBRETH D &0 5 BRICER TS
N, AN FY T —ERSRIETH DL L, EROEHIOZ TGRS DT
72, EBSE 2R LT,

@PIC & FRSHISY Zifimd 5 Z &1 TRIPS B OAE TRV, KEN Z DOFmic
B8 % D72 513 CBD IZHIE L, CBD OB\ TR d3ia 2D Tip <~
72, TRIPS BEFEDO%ENT, TRIPS HEMN & D XL 5 (R & CBD 2/v—% )
AB—Tar EEDINIH D, 16> T, Fxld IR EMBI RS % TRIPS
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FRFERIIRR L W5, R ERZ B RS2 2 ik, HEASGEEER
FREEEDOENT 7 AEEZV L THETHRAZITD, a5 2 2RO TE T
INE COEBESTHEDORNERZET I ENTE S,

@KENL, Fox MER LIBIREBEH iR L T\ D, AITFIREHEREZT 78R L
RSB BEIT D HIANCEEZ R L9 L LTV DO TIEZR<, HBANALE - i
MR AR T2 RO DE D7, AL BT 4T ERDZEEAREL LT
WD, EEF 2 I XENERIOEEME IR L TR Y | 77 UL e Gl OfiiZ < DE %
TEHTTICZOL I RHIEEZEA T D, L L ZRETOR RO LTh, ENE
HD IO TIIASA A T =TI FF 22025 5

ORI RFGHDRFFFHRIE 2 NLZEICT D LWV ) HRICH B TE 20y, BUEDRRFHE T
Hd B D FRE . FHZ ZALE TEMAVERRIC OV THEIC o TE T AEMSARMER
ERe B MUl T R 2 5 2 TR, BBHIFIC B R 24T 9 2 & TEM
PEDSEE L, RDOIVARHERNE & BIRIC273 %,

OATBOAMIZE LT, BUEORFFHIEIIFRA & LTERMAH 5 b DIZbRFRFE 525
7R E RFFRIBE BRSO ESHBBE L TV e, K0 gk LWAYEZ B AT 2 Z & T,
D & 5 K380 BILRWE DT 5725 9, TRIPS WhEDIFHNIE 7%, 54 8
RICHFEEN TR | sRHIR7RFPEMBARER; & PIC OZfF2@ LT, BEMMESED
VIR D D,
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(10) WIPO/ SCP h 477 v I EAREE (2005642 H 16—17 H)

BE R OBHEORITENS, TWIPO (ZB 2L EMHIHEZROEEM: ) 298 < 3R
B, SOV DWW T OREDIRE ZAT T2,

TEEBEETHD TRFOE oM ) A% (public domain) (292 AR E D[RR |
KON TRFFT O BEBIEEZ nhkE | 21k L, EEER 72 arEHEE O R E & it b s
WD HITIE, LTO 6 HE G THd. 7 L—A Y A R, Fdk, 5, 45728
R, BEER) ZENEHITLGER L., BURICEY i Z EIZOWTHRENE LI
2o ZOBHEBED I L, HKAID4EAXSCP T, ftho> 2 HH T IGC Tisamd 5 2 &8
NYTZUNBEICEENT, 2720, T UAEFIEZOREICK L,

<AV T T U AEBIIESNEHRD AR ¥ 20— >

(1) 2005 4= 4 HICEHERRET Vo XIZHET 207D, IIM (Intersessional
Intergovernmental Meeting) Z B4 %,

(2) 200545 A SCP THATEMNCEET 5 4 HA( SATE, ZL—A VA R, #r
HivE, ) ZiGm T 5,

(3) 200546 HDIGC T [Ho37ebiln), NEsER) (2B % 2 HA 3w 2.

(4) 2005 4F 9 A D WIPO —#faac FEROIEZ A L, WIPO TOZKIfHE D76
ORI AT D 2 L 258, EinalT ).

(SCP/11/3)
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(11) CBD/ # 3 [5] Ad hoc ABS 1E%£#5x(2005 4 2 H 14 H~18 H)

CBD i XZDZEDimE3EIH, 7 Kby 7 I—7 4 7 2L TN D,
1[EH : 2001410 H 22 H~26 H (R« KA )

2[EH :20034£12 H1 H~5 A (£ R UA—/L - BT )

3[EIH : 200542 H 14 H~18 A (IN\vavy « X A1)

COP7 TiinDd 72 IR IZOWTIEL, ?Llﬁr%mﬁ%ﬁ@&%[Rmﬁw%%w
FTAREX] LERLTHDDOIZXK LT, FeEET THAED 2l Clafifh C& 72
BIEZ T LT BT B L 7o DR 2 et~ & |, IR OIER RN HONT i%u’r
U720, WOAMEERIE 2R T2 2 &) E R L, @adERITR -7, fR. IRIZ
iﬁ“éiﬁ%n >< v N O Z RN T 5 Ko AR, FAEBUR., JERSCHDTH:

. EBEESICEGE S, INOOEREE EOT-LELZFHRILE 4 BWEERSE T
_ﬁm“é gyt Jc,eoto

FERFHIFERF OBEEIRO HATB RIS L Cld, BB tEI X2 o B2 FiR L
Ths, SEEENT E 72T - sl S Tunnyad, COP 7 T WIPO (225
LBl R A ORE TH D Lo L7z, BAER9IZiE, IR OBFHE L 35020 Tid
RIE ST, RIEIEE E THRAZED D Z LIl o7z,

(http://www.mabs.jp/cbd_kanren/kaigi houkoku/houkoku 014.html )

<ERFEE>

F7o % (EURE) | CBD 233 SHOBEBZLTWAT 2 & A LFRSES D
RIZHOWCEam T 5 Z LITREEREL, ZOfIEEZ ) SE5ITTLL TOEE IS 7&’
ERIEDHZ ERVAET, DFED, SRS TFHER] 2075628, 77 8RA%EH

\ZSH DA, RPER - T - VEAETREEZE: (internationally recognized certificate
of origin/source/legal provenance) (ZB89 2 [EFEA 7258 E HIEOMAE L OSEREHE],
FERF OB RIZES U TR 7o RBR O % WIPO \ZELR T 5 2 & 2 U OB ERSCHT /S
ETAT DAHE R OHER |~ DO W72 R BL 7 DIREIC DN T T D,

AR DOV ST A SRR RE 7 L — 7 (LMMCs) OB E S D X 512,
T 7 'R EFREEUNNTIENRR 1) IR B ESE5 2 L THRAOBERIT—#&
LTCW5, ZO IR BHNN—FT & {0 Lid, FREED PIC, JFHEE EMFHE & OAE
S, A LNEENCES RPEE O AWM & B st A ERROIRHIHI 7B K OYR
PEESBHAR SRWGE OFRHIF R T Th 2,

SEREIRA~DT 7 & ADEIHIN L TN DI B BT 59, FIRSHEL 5B
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T5HE LWERITIZ 25T A 5TV, IR OFmc W TIE., T TFIEAD 21
HBITDHIETHOOLNARE T, ZNNHERRWDO THIULT 7B ATt S b &
77

RO AMSIENED 5% %A LIS B2 DFEFFED 25% % {73 L - =
2LV I, WHR BRI BT DIEREATIRLZED 1 >& LT, 778 L
FISEEE VDI EEZ EEZ TWD, I AKX Y HTEEERA~DT 72 A LT
BRI D Posd % LTH 0| TR AEWNIEERTET R E 7280 ) BT LTV 5,
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(12) WTO/ TRIPS #¥E< (200543 H 8~9 H., 31 B)

[~V — R DIBAREIRE 2 W ANERRFC BT 23R (~v—)) [F=27 Y
A MIP/CIW/420)%5 3 THIZ DWW T O BRI > R KOV RREDNS O}
U ChGam LT CE(T 7 OV) | 0%, B EEYA RS %< OSCEMER SN, THF
RREEN R ENT, B EEITZ O E WITO TR D Z EamE L, KESLHA
WIPO/ IGC (23 Z & ZRE L T 5, EC AL AXANEIFEEE, & EEO#RT 5B
TREMEITH RN & WV D) S A & o TV D, IRIEIEATE 2005 426 H 14—19 AR
BT 1Es

<Al SRR ECK) >
IP/C/W/441 : ~L—JFpEDBEEIRE & - AMERRFC R o 3E (~YL1—)
IP/C/W/442 : F =7 U A SO 3 TEIZRIT 5 BARA R
AR, RVET, 75990, Fa—N, =V T KL, A, b
7. K= IRmE, ~r—)
IP/C/W/443 : K[E S D E (IPIC/W/A34) (kT D7 TP, A v F)

<ERFEE>

AYL—1F 2004 4F 5 A DIERE S SR L TT Y F AL A0 Fv—F
E %> (National Commission for the Protection of Access to Peruvian Biological
Diversity and to the Collective Knowledge of the Indigenous Peoples : National
Anti-Biopiracy Commission) 3.5 EIF T\ 5, Z DOEESIT INDECOPI MIZHERK <
Ay ~—DERSREE BRI A A3 T AT AOBLIERHER, &IOS
FRRDBGRDOFES i, ~L—ES I G S 7o~V —5RE DGR st Rk A N T
AR L IBBRCIRERUE ORE, SANHEEEIE 21T > T\ %, IPIC/W/441 T
I3~ —JREEDREN) 6 FEA BN L, TERNT A A3 T 2 —DRIEENED & 2 R HiRR
EMAOFERFHT (B - KB Oy =79 A N TREL, TOMEEZARLTND
(Z 2 THESNTRERDEBIIASA I, T —Z BT 5O TIER),

HATB R TEPRALE CTH 2~ — DR & | kA FTA 3 2~ —JeE R ORI
WENRINTW DN E D DEfEET 5 ETHEE, ~—ZZNE T A, T
= EHR D eI, FEYE D NBEIR L ORISR A A L, S RIROS & B TE
Teo A FNA T 2— LMD T2 TIIRFFFIAME I DR EE 2 BRR 475 & & LEETE,

KER H AN Z OREIZWTO TldZe< WIPO T 5 Z &SI b LN E kT
BN, ~I— IR, RSO IGC ~ 7 — T, RO, SRR %
B3 2 BRI XL C & 22 /2 sb, TRIPS BlHS CoOima el 7=,

EPEICBREFZE D IADIT LW E DR L H DA, ~IL—THEMT D DITINEET,
722 HAYL—TITAER] 5~10 R LOYRRPRER ST, KE, Bk, BARDZE
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FHEICH 267220, b L, ~L—ERNTHFBIROZB T2 L& LTHRERI,
% < OHFEN 72 SN DIMEDHFHZ AR S 2 215720, £ 9 Tide <, EERNRERN
YR 2 pE 5 BB O FEHBI R SV ATOhAUL, BV X F e 52 &7
S BHRAYLRED FTREIZ 2 D,

75 UNEETE LES A— 1%, AT LT TPIC/W/442 T 2004 4
\HEH LT v 7 U 2 S CIRE S 1.3, T3 NS 5 < R O
HOBR] O 4HEZHRY BT,

© B2 EPHEE IS < FIERAL Y DRERLOEFRIZ OV T
AT T =T m— IV RRETH DU B, ENHIEIZEES RR0HIEE T
IART272, EERRRREDOHM AP LETH D, 1> TFREEDBFRS PIC OFEHL
BRD &L D12, FRSEL > OFEILABA/R % Z & T, TRIPS WhES 755, 8 &RIZiL I 4L
TWD HRYEJFRIOFEHUCERR L, FERARFFH EE OEME 2 @ 5 Z 12 5,

©@  ZOFHUIHEBEACE D WORURENDERE TH DH D
FRED A SN D DITFFFEOMEAMEE TH L L OERLH LD, £ < DFEE
REWIZT 7B A LTERER T, HOREOFRSEL D E s>nT Lo THnD 0 Ll
20, FEHE. P E LR TAUXERIRE LRV O ThiuX, HEEAZIFREBE 5
RSB OFHL A B~ T 5 Z EARD BV, FIRSE T OFFHIMET & 1%, AR
PEE DEPNTE K OMEENZHE, JHEE LT A LB D AFETE S L D%
AELE L TR T 52 & Th D,

@  JEPEEC BE D EWNHIEEDMELE L 2RV A EEA T i D D)
JRPEENZ BT B ENHI R LWGEOxtsE, TPIC/W/438 TEAKRRIZET
LTWAEHIZ, HBENIEEOEEEIC TFEEIZITT 7 & A EFIREH sy OENE
FlE2n EOBEEHRT S, 2L, T2 ' A LIEEROMS—H 28 25 4%
[HCIPEER N B OB SNAELAITIE, AL M ThonD 2 bbb,

@RI 5 ENHIEEIZ 3D < N EDOBEPE RIS EL 75 OREL L S ARV S Dk
FIIRIFZED L DR D THLHIED
EHDRORNSIFFTONMT HGRITCH DM EHZ TH LN L > TE D> TL D, FF
ZHT 5RTOBPE T PIC SHILER SN TUVARWVIEA T, MEEEN RSN D £ TH
FaFRE TR, ~FAT 0 —%Eo 2 b H 0 HIRNICIERREEE LGE
R ENZ2 T UL B2, (H5%RTHLIGA. & JICRENLERN HIUXE
BN L LCTHRRFOBI L H 0155, £1-. BIMHEO—E - £BIELHV 5 5,

& EEDERE S/ A3 T O — RSB E O MM PER I Th 5, HE
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OFIEEIIPEEDFRILOFRIT N0 28R L, & EERCEERALSOMER 2R L T
WD TRAFTE, ZONT o ZAOES IR ZE ®7- TRIPS WEDLWIEIZ L V&
E&SnZA9,

AR TUFAATFAA T U—FERERE LTS A FRARLCE S 7
Mole b OWEEZT, ZORBE S HIZERISER T OMNENTTE e, 4FA >
F&77/W#ﬁﬁbtﬂmmMM8m\H%*lﬂﬁﬁbkﬂ%WW@4@i%k@
ENRXTH D,

KEDTFE (IP/C/W/434)

OB REMRIIRF 2 AL EIC L, TV 77— NG U A TR TO D REFRIE D& E %
98 5, FTBIREMEZFR L TH PIC O ATBMERES D DI TIH2NWO T, BN
LV DOZNT KD RO FHREE Ly,

OQOFFFHEBIN A EEHAZ 5 X 23 0TI uY,

@R A ERT 5 721F TIIFRRBL T IZIT D72 3 5720, B RGO BEI 757217 T
FFSELSY D A T = XTI B 780,

ORG-S, BUE SIS, ik S nWEDOHRE i%%@ﬂﬁ%ﬁﬁﬁo

@%r%@iF%%%@%@JfﬁﬁéjF@*ﬁj@n%@ﬁ =7, RRRETO

W2 HIRATTIT AR,

@HC@%&%@%E% YOTENE AT D T2 D DI TEOEHESLE ., LOHEE DX
¥ RUT 4 —IIRED B D,

@%ﬁ%fﬁ%@ﬁﬁfﬁ DA g i S

AV K- 75 0DER (P/IC/W/443)

OB R BRI GAEEOMEE ICHE 2 5 2.5, RRFRIEOELERfER L, DT
VA EHER - BT D, BOOEEMIIFMCE R, ZNET TIEATSTE,
OFRIEEHZ S E# 23 DIk, PIC ROFMERAL 7y OFF I 2155 2 & HES EMERL D, £

T MR ERR A U TR AR L7720 . FRTFHET 2174 Th 5,

@FERBENZ DOV TITEND PIC/ ABS Rl & L7223 6, AW &R SH EIRR D
i, PIC OFHL, FRSE OB kD% BRT 5 2 & THESNDTEA

@RI G-S7en, BUEShd, Pk SenEoShE ié%%ﬁ%% 272
FLZHOTIHRL, MOED LS REFFCHERI V15D,

OFEWBRET 52 & T, AWERLD, F M ERRER 7= E 9 H )3
WelZ72 %, DF DRI E R EME LT, 30 EREREEReERE LT, %
HOBHRBLE T2 L— A SR O—H 3 FERL L T D DS D iERIC e D, 2
AU S OFEMDFATEANLIE B BAME K OB OB F 72 I3 FF OMERIT 5 23
A I RVASN

@®PIC OAZENECHIZREL > O 2 W92 72 O OITEOAHE ], MOEERE OF
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¥ IRV T 4 —~DR%EIT IP/IC/W/429Rev.l THEHE SN TV D, BEBEICZHN O DHL)
PEDHIBITR D TR, > T, PIC K OFIREHEL > OFEHLE B R BRI E O 5 3
MRH 5,

DFFFFRIEELIS OE Z & AT 9 il 2 B0 ATVUTED 0 FEEHI A < 725, (KR89
72 —F FREIR T — F N R ISATEIN O BN A 723, &< E THHMBIA e #aE
THY ., BREFORRCTT HZ LITTE R,

KE IR ToOEEBRY TRIPS WE & CBD IZRSATELS | ME XA WA 7E172
@ T TRIPS S EDME T, CBD 1% PIC 24T > 7~ E CEImEIRICT 72 A% L,
FE OGBS THAEAR B Y 29 5 2 L 25031 Q0 5721072, HATBI R
B oo iiBass, BEDOA e T 4 T HEL| L CEIAFFOKRE 2B Y, i
RINTHAD DA T HFRE 2 5 b Lty

BRI R R PEE DN E R SN2 &b T 7 B ZAMERNTAR S TViuUE PIC 237
N Z LT BT, SR TR EOE 5 IEHIE A b DETHZ T ALV, ZHi
BT, FRIATPERIESSRI LD T= DDA B T 4 TN DI RIT K Z 25 = L L
IR TS & TR 2 5.2 D, BN B CIERA s B A I ISR T A2,
A= ADORNNTEDS, ~IL—SCENFIZE LT=DIMRBR T ORI T AR CTHY . 7 L
— AZFEEH SR OREFEISHIBT SN TR WL EZ Uz 2 A v N5 O 1Y)
TRV, 7o DRFFHFEN AR IEMSIC R D0 E ) NI ETZEDTIZ RN DT, %)
BT 7 A LRIRE Y DT T —A A 2 b BAT DR RECHIEICHNL ST
WHEHKID A T = R L IRATe T & Th 5,

IR EDBILEDORFFFHRIE DK % L VRS BMFET 5720128, 77 B A EFEREMZ
BT 2 K E OB & SR FE TR & 72,

[EC 2004 4F 12 A DBIHATTHI R LT L 912, ECI1E WIPO (2 ME7FHIRE
RFODEAR VR B OBEAEHE k DIFBEE U HIFTB R 24 L7z, 20 EC ##%
ORFBILLF DY Th B,

(DHIREIRA SRS IR OJFPEE U THFTZ B S5 S EHTEA SN 5 & Th 5,

@B R BT R B CIEBR A, RS, ENHBCER Sha <& Th 2,

OB IFRERE Z BRI RE 1208, 2O HFTNRIZRSAE, FRICT 72 A L
THD BHHROETEIIRTNE Th D,

@B 2 BN EOREE I SO ORI IR B,

OSBRI BRI & 2 IR IR D B A HFTBAZR SOV L, ZDFEBAMEREHY
Sl B E S N T L B A > TV BB Rk bs, ZLTT
USRI LT, MEHAERR) OBEAICOWT S BICHRCER 21T 5 LIS 5,

OHBEASMERIREIRS LY | Bo o fAREEOHRITIG LA T3581E, 2
DT E 1Tk S LD~ & TIHRLY,

DI SN RNTIERE I IR R A, FHELULN TR TRT 20 L
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TR L BN RETH D,
OB REH Z I 2 K ERTHT IS @M 5 FRAEA SN ~E T, KT,
JUT VT e TR« A= ALIPHLERDRETH D,

& EE 7 N —7 SCEIP/ICIW/4A38) ~DFE HL & Ui, BLERE CIIFpEM 2 Bl r3-dud
4372, FEFHRERIC PIC OFHIMEH 2 R OIUTHFE SR EY) 2 B AN D Z L1
720 RERREIC/AR D, FHBEADMER U7 Et o 2 4 EARE T ICHREET 5
L oRDIUL, HE~OAHEDEZ 5 & ILTIEMROBBENAE TS & R Tns,

e LA, FrRFHFERFC TIER L BIEERA~OT 7 8 AR R T 5 L 57
G5 % CBD AT AU L0, PIC S IEY 72 & OG0 ORiEF I BEfA 8 5 O T,
ZDRIFHEER LTV,

EBSACRE SN D FPERGEIAEEZED L WO T AT 4 T HRWEBbhs2s, 2o
EEPE IR R T 5, T DRITRWT 2005 4F 2 A 14—18 HIZ /N> 22w 7 CTHME
N7z ABS (29255 3 [0 Adhoc 1E3 7 L — 7 CEAR S U B S (2R PERN « HIFT - 35
HORLIROFERAESE i « SBREHEOFE NG EN TS Z L IFEHET 5,

FIZL DENE D THD L O, JREEMRIOMH EEAHEf SA1TUVZRWEE DX
(X5 B 5, HlEBETIUE PIC OREIIEIIRZD S0, Z OREFIEN ST UL
P OEDH L 2 B TefilATT 5 L9 O TITER VAR,

SKIETP/CIWIABHIT DU M 2008 4FITHH L7 TP/C/W/400/Rev. 1 THIG T &

B8, 38 E Y —70 IPICIW/429/Rev.l & IPICIW/438 |2 4 SOEEIN S 5.,

O MFPEE] 2 EDXIITERL TNDHDN?

Q7 7 & A L FSESICBNRT S CBD % 15 5Tl [JF2EE (country of origin)] Tl
72 <, NEVREEALE (the contracting party providing genetic resources)] & itk LT
WHA, BRESCEN (FREE] & LTCWAEHIZARIC)H? ZHUEKER EC XCEICYH
YTIEE 5,

@ A A4 Fv—] & RIEf H(missapropriation) | % ED X HIZEFLTWD
DH?

@ _FFESCED WIPO @ PCT ° PLT (128D X 9 (TS 2 D)2
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(13) WIPO/SCP11 (200546 A 1 H~2 H)

ARl SCP11 @ HIIE 2005 42 A 2B S 7= 7 F o A EDOHGRIZ DN T D
HinAATO Lo, T O#ET [SCP DA% DOIEEEEI(SCP/11/3) ] KX 75
NN BZELL 72 FI(SCP/1Y4) ) (23T by,

IN—TBERELTA XV T, ECEREL OV ELT AT, Eaya, @E,
K ORA—Z NIV T T BB EZFF LI, L L, 3377 IRk
D ORBENFEEBEOM bz EOTELH Y, 7TV, TABLTF
VEIILODET LB T VAT N—T FU AR, ar T OE~LIE, SCP T
iem s DN & SATEANBIE D 4 HBIZIRET 2D TIER, BTEMGRLTRE L L
TIKRIDOSI % L STz, FToAL AFPrRE L LT EATHANBLE 4 HE ) & [+4372
B TEEEIR) %2 SCP & IGC Titm L7z, Zhb% SPLT IOV AT RR 21T
STER, TAVN, TIVNVEDORELH Y, BB SINRhoT,
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(14) WIPO/ Ad hoc IGC BURBI&4 (200546 H 3 H—1 B2 DRSS

O AEA1EH 31 [B] WIPO — RS CIRE SN TR S IV BIfE Sz 1 B2 0

Adhoc IGC BRI E T 5, CBD/COP OEEEEIZHE Y, WIPO 75 2005 4F 1 HR

ZHE LT REERA~OT 7 & A L MM EERE A 3507 5 PR B O B BAFRIZ

BT D et &5 1 fa) 22GT L7258 2 fa (WIPO/IP/GR/05/03-2005/5/12)122

W TCRBRmAN R S AL, S I AN R E B O 7 — S—[UR Z D 2 Fa~DE A,

PRI D Ll o7, FIoAAL AMBIE, A% ORY A E U TR TR

FikEZ WIPO IZHR L L9 & [REFIIHIE~OBAIZER X OMSHERIERRD T =~

(2B AR E(WIPO/MP/GR/05/INF/4—2005/5/19 #2H) | 2MEH Sz, Z DX
T DI STy,

(WIPO/GR/05/INF/5 P.2)

Q&K TH, FERICIT6IE-HME2r6a X P RFELAL
(WIPO/IP/GR/05/INF/5), ZDHTT7 Z V0 EKENIEREBY | TORBIED
DX node, EERAEZEFZEA(The United Nations University Institute of
Advanced Studies)|ZJFPEE DO BRI EMESRGE~DOF =727 T a—F L 725
Z EITEARINCEKIZI L THD DD, FI5HIN R TREO L BN H D & LTl
TaHED DTN Z R LT, — 7, EESRERHAE A2 (International Federation
of Pharmaceutical manufactures Associations IFPMA))DE 7% [CBD ©»7 7+
A EFRSHLGy D BERICEE L) & L TRIEEFROHFTBI RIS ERNTH Y | 8
TEDHBIHPERIEIAEEZINZ D L0 & EUNCERT 52 L OAFNEETHL Z &
ZRPALT, S5, FRZEARD D Z & CHNMPEMHEZ RNLER L DIZT 5,
L b BIEEPREA R A U723 U D RFRHED Mo > T D &1
FRO 72 E TR LT,

(WIPO/IP/GR/05/INF/5)
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(15) WIPO/IGC8 (2005 H 6 H 6 H~10 B)

FHRHMERR LT- TZBS2OBEEIRIZET D 1 OZE(WIPO/GRTKF/IC/8/9)) 14,
BREIRD ZAVE TORE, ERIREDHT, IGC IR U155 FIREMEICE TE R L
722 &T, 2L OEOHMEESET-,

BAREIROBREIC OV TIE, e, & EERGOERICED D 137e< | fiRke
L CHEMARREIT D12, 5D IGC DH Y FIiZ-oWTiEmn v, IGC Tz
HEH e & ARKE UL D F B (Traditional Cultural Expressions : TCEs)/ 7 +—27 17
e U BEEROBRIEEIIEI D BEL T WTO T & &35k BEE
L OOFEZFAHIINT IGC TH 5 & &3 et [E] TiEamn ) Aa o7, IRElO—%
oA~k sz,

BB, RESENG, HllEFERAS, NGO OIRFELDOSMNHT-IZ580 Hiv, 51
DVEEDERICKE 2R e b2 57 & LTHEL vl s,

F7-. IGC8BHEIS S bR S N7= 1 B2 DT Rk v 7 BUFFE A OBIZE TR~
DT 7 A R O PE HHRARE O BR 7S B2 & A BABELR (T B3~ 2 AT R OB IERR
(WIPO/TP/GRTKF/05/03)i% 9 H DRI S D Z & THE S,

IGC 9 (% 2006 4F 4 H 24 H~28 HBETE,

<ERRE>

A v RCIAMEZERNEE (Biological Diversity Act) 236ilE S 417729, R
HIEE AT U7 RIERERNEBA I S5 K 5178~ 7, §6o T2 Ok & AHIBL o M 72 ]
PRIEHS & BTHIBE & OFE TR & 72, IGC 23 Z ORI Z FERLIE TR L2 iTh
(X, BEERREOLENE AR U T D@ EER, ARBRICEBIT D5hgIcES

b LI BO TR E MR L TV 5, RHEIRRL, S ORHHI U LOREY 7 +
— 787 ~ORY PNZONTIEDOESAE T, HAREOH IR DS izn, &
EETIC OV TIEAE BIE L A PR o7, & FENER L TV EEER O
A IGC O CH B HRATE TR S ARV DR S | ZOTER D7 +—F ATk

DHBWEE LODENEND Z kD,

R OMEREROETRR O R GBS 1L I3 B A E NS E R E TH S
LIz, ERR &t — T A — FERE LT 57 a— AR T LB D, 2T
TR IR DGR & A5 SR O IRE HIEE % I H TR 7 B34 2 e FoR PRI A
U EBEHEAZ N T 5 2 L TH Y, Z D72 TRIPS EDEIEAZ1RE L T\ 5, TRIPS
A U SEM TRE TR ) 0 b 2 S NRO R EO PR G E N DT, IEIEIFAR
AR ChD, 7T VNVEOREEIIBRE EEORERICHE A A-> TR0, Eghiy
AT DDRT v A EFOIRY Z3 7200 TRIPS HENELELZ, EE=I2=7 1 kY
ROHNTND, ZIUTHRT, HER, S OICIBEIRMIETH Y | SHBTEIC LD
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SR 72BN F S LM I Z T AN D Z S IXTE 72,
A ¥ RO IGC ORERAIEEN R4 5 7 7' a —F B35 AR S5,

IGC 8 DEEIC 7= D #RH LTz TRERFHIE & /31 A8 T 2= L DRI —
—DFRER(WIPO/GRTKF/IC/8/12) ) T, ik LIcT v T A A3 T —FHRITH
WTRH LT\ 5, R RT 2 B3 5 72D B 2Ok, BB MR
AR AN IERH O RTREM: 2 (ARANZRIRI T 2 HIE TH 5,

o TN ECHRE)]  BUREIHCHEL T, EC 2 L [HEERHC 51 %l
R X OBEEU R AHIRR IR FEHE S 3 HT OB R(WIPO/GRTKF/IC/8/11) | (ZREik L
ThDH IS, BEEIROIFEE £ 721 ZHFT OB 2 IR ZOR 9 Bl 250k LT
W5, BIEEROEBIZOWVTIESHED IGC TITH ZENEETH Y, ZNETIGC
Tk LT & 12 300 HRIIETAHE b IGC IS TR ARTIUTR B 720,

K] A — L E(WIPO/GRTKF/IC/8/14 ¥ T F il S 7= K ERFFIC B L Cldiids
179, 7272 L, CBD OEFRITIEIRZNDH X TR, [RISCEIIYIZE SNT-FEDOZ M
~L—ESNTHEER SN TR Y . EANCTOFIITAREZ &2 T D,

nrerTNT (BCRE) ORZITEEZ M S50 Lty PIC 72
FIESECS Y. KOG CRAET DRFFHEDBLIET 2720 DO FRIFEE NS LI DT
WD, ZD XD 7R AIEEER OO e Ras s Ak T 5 2 LB IR0,

INETHEMLTET 3 DOFRE (BHIEGEE, KOs UL B(Traditional
Cultural Expressions : TCEs)/ 7 +—7 1 7} ONEIETITFAAIZER L T D DT,
IGC TAH LE W b 5 _REFEE, - T, D EDEET L & ORRICITFE
TERY, SH%OMEEE L UIFEORBRAEMR L. LT, Zha X VJRIERLTW
T ERETE,

ICPTech (HARFICBIT 2W%#H 70 =2 F—NGO—)|: CPTech & L&, [EH(sui
generis) DRFFFHIE | ZH7 AR T 5 Z Lid, FHEROFAIIM 5 2 E S5 O TRkt
72, Fio, BHRAVAROBLREIR 2RI & U TR CREHED TR b V56 OF 38Rl
DEANET DT OOFEITAREAR 1AL LT, HREIER] LW oETALE2E X T\,
1998 4E 7 A 6 A [BRMFE(98/44/EC) ) TERHI SV A AT 7 ) v D—IThR L il
HIDOFIBIIR T A B U TERND ZAUTHEE T 5 b D7, 2D X9 72l ERKE S
AU, Tsui generis | ZBHEANETRR L ONBARE IR O 23Rl b O psidnfbiloxs L T2
HEK 2 &2 0 IR S NRA R AT BT, NEEH bR SN D K 9127
%o

(http://www.wipo.int/edocs/prdocs/en/2005/wipo_upd._2005_251.htm])

(%) WTO 3 : IP/IC/W/441 (2005.2.28) L IEHZER—DLETH D,
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(16) WTO/ TRIPS ##E<% (200546 A 14~15 H)

DAL TAA A, ~Yb—, KEDBLITO 8 LFRCOEERI L, ZIUENFS
[El23Fam 2 B L7z, AR, SETNEIOERISH U TEZ SRS L7286 H
l®4%kwﬁ%E%?é&w92&4wfﬁbhtoL#L\ﬁ%b%fEW%@@
I3 o7, I E1E 2005 45 10 H 25 H~26 H,

<A R SRR ECK) >
IP/C/W/446 : TRIPS WhiE & EMSARNESHI L MBI HRR E 7 4+ — 7 v 7 OLGER Y
TRIPS &4 71.1 88 A RE L (AA R)
IP/C/W/447 : %5 27.3 2=(B). TRIPS ##7& & CBD K OMEHH AR E 7 +— 27 1 7 OR%
(~L—)
IP/C/W/449 : % 27.3 2=(B). TRIPS & & CBD K OMEHIAG,E 7 +—27 v 7 D%
CKIE)

<ERFEES>

ﬁfﬁ@ﬁ%@%ﬂ%ﬁaﬂzczgﬁm\rﬁﬂa% LIEFEIZ DU T, O
ROAGHRAIETF D HATBR T A [EPNIE TRIBEIC S 51213, PCT ISR - 7= HAIME S 372
&iﬁbf%koHWMWMGM%E@a%%;@%m_?ét 2, ~—, TV
oo AU R, CKEREC OFEREEN, B, EENERE S8 Y A b
Zedk L7-, EEEARZ L3 FAO 0K - A FF 4>, CBD HDEBHEITLE S N
HEOER & TRIPS HEHSOFEIN —H L TWDH 2 L72,

IP/C/W/447 C TRIPS WEDSIEAHREE LTz, 2 OCFTEICHIEE & T
DI FRA T — O L | cm)%muh WARBR L 7e~ L — DRk A 5 HHIICFR L T
W5, FRCHER L0, SFEBPENVEIUCEBERER~OT 7 2R L ISRy D544
BSF 5 SRR A2V T 2T OEIT CBD 05 & B4 Fi-3 & f9% L.CBD
ZEPNEICIRD ANDRETEE NI HTH D, £lo, HETBRLOVER EOMPBHRN
HERDOIILL T OB NG T2,

O BAZETRACHAI AR TR FHMED D D | PEShBAREOEEZE D FEBUT NI,

Ok x 7R ERNIERIE ZER LU L, BUWEZZAT 515 72 DI B,
QEFEROMERN LERAZEEL, BEEERIZAE ORI IR IRFE D T2 DITHEL,

BIRFEHS & FEhid DME— D TEL, %< OFFFE HFE L T2 E ORI Z & 7R
LTHH9 ;&tooibaﬁﬁ®%ﬁEﬁﬁﬁﬁﬁ%ﬁﬁb FEFfH 5Pt x o—
& LTBIRAMABRADIE L, %@%~*kbr%rﬁ%%TRms%m_ﬁwﬂhé
RE, PIZZNOORENFEBL L2 U CTHORAREH, &k EHoRME
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DRRT D0T TIEZRWD, ZOZ L2 T 52 L TUUFO L S 2EERNRER B H

< %,

OEIRERAEE & EFHE E OB FEE SN D,

OMEFRCHIFI DD 72 BRI EARKER IR~ T 7 & A2 OLRFERIE A H =55,

@CBD DOEARFRNZHES T, HESIIFFLRN S LEVNIERO L Z ENTE D THT
F5 BIERT D LN TE D,

@FFFFHIE, &0 DI EERERIE O COENICHEFZ I MER IR B D,

®CBD & TRIPS HEICEHEN 72T v— AR 2 i 9%,

AL INA AR T RO T2 DICESOMI T E R L3 AT T TE A,
A A T TR R - DR R E 7R S D,
F£ 72 IPICIW/44T D 7THT, FrFOBINGHE LT FOELEBINT 5 X 9
TRIPS WhEH 27 ROWIEERDT=,
DINEREE, £72. ROLDOULREFEFOMGEN LRI D Z LR TE D,
©) FPEE, HHWIEET D3 2=7 4 DO PIC #HGT 5 Z &<, £122nb
DFEFNC XV £ U 2FRE 2 A IENOSBCE Y35 2 & ~OREREE S/
WEE, EOPTHRT HEBREENCENEL TSI, BInERE Mah
I A A F T TR BSOS E T a e A,
TRIPS #7E Tl CBD JFHI & BTN, A 23— [EDEMNIEICH THE 2 521
ANiD Z EaEERD,

TRIPS & Tik, CBD OFANIGE T, INRREAEPNIEI R THIE 2 2 55
RaflEeZ LI TSR,

"Members may also exclude from patentability:

(¢) products or processes which directly or indirectly include genetic
resources or traditional knowledge obtained in the absence of compliance
with international and national legislation on the subject, including
failure to obtain the prior informed consent of the country of origin or the
community concerned and failure to reach agreement on conditions for

the fair and equitable sharing of benefits arising from their use.

Nothing in TRIPS shall prevent Members from adopting enforcement
measures in their domestic legislation, in accordance with the principles
and obligations enshrined in the Convention on Biological Diversity."
(IP/C/M/48 P.6 Para 20)
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F7-. TRIPS Wi 29.1 /LN FOXE 2B 5 K 91258 Lo duER & f2i

L7z,
DRV U Ty A o AN—[E 34 O JFREE K OVER T OB R 235k 35
ZLENTED,

"Where appropriate, Members shall require the disclosure of origin and
legal provenance in the patent applications to be submitted."

ZORETIE, BANCK LSa oS RIBUEIFENENED 5 & LT, BREAEIC
FhT\5,
< L— LT DB BIREB RO EHFICOWTERIN S5 7223, BIRITERIC 35
fEENDHRXTELEZZTND,
TTINEA v R LTz TRIPS HEMSERICITER L T\ 5, 772 s, £<
DOEA TRIPS WEICHPTBH R Z 0 AT BN B D L O TERNS—H L TEY,
KEOIET 2 FCHES T 7 e —F | 1L L QO7RW I ERHBTEN LT,

KE A AR=2—T— T REE0E L OEPBRE & ARTEHER O B
JEA el LT, BRERCH T i 2 28 X DU 72y, 2727 7 ' A L FIRSEL Sy
HEEIXENORIEZ I L CHEIES DN EEZXTWD, 77 2R RIS O %
FESZ & T, BEETIRE R EIROEH A A 2 g IR U 7= BT P 2
FNZBIRT A X D BRTE D, DFED, FRFHFAL X 5 25 L EWDZ Of H OB e

FHITTEXD, 20X RERBIEIZAENORIE L T_ETHY ., % 5T
WBEHZ2 52 L, BEMEERT D ZLNTE, 72, < OHAEEEIEOHT
AEEFHENH I LD S Z &L TRESFIME SN D, EAREZIL LIZSEAIIZOEOHES
BIEIZE2IX L,

BEERZFEH U CTAECTRRRICE, FEERCRFIH LI ETEL R RS E . Five
FRIRAR S A UTAREDM T D3 5, HUTPHZE EOFREITIED 0 FEH UL, B O
HETHDIZS SO LWVMIES 23T AEE N2 25,

TIVNEA R [BUREBRITT 7 B A RSB HIEORAH ClEe< . Mt
THH0) EREIOR LT RUEEHME T 5203, BURITHEE L TOZRWHIEEZ A 23 —[E R
D EMNEICEY AND DD, TOEKENRLZ2, ERNOT 7 & A L FRSE
AFFESED 2 LN, MEIMEEZ b OBREEOFR & 0 SRIcAT ) & T,

%ﬁ*%ﬁ@wﬁ%@ﬁ%m:omfi FEFRIEDIAN T O RE 2L T TV A
1T L T 5 (IP/C/W/443), iR 2kt d D &8 TR EE 7 v —7 L3 dmm L
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TWDHH, BIRFBH OB SOWTTEZRIED R SN TN D, KR A THINI 345
[EORFFHED IS 2 O T, JFREEGHITARFRA & BIfRR < BRRRFOMIIEIZIZT 7
PHIR, T L A5 5R BEROT AR AL D77 3 L *%EanODB)SJJ: TN D,

i RE OB ROFRE L 725 TN DI, AWPEIRO HFT R OVERERE 2 Bk
L. PIC RoRIENERERMIZRAL /3 2 REA 32 2 &3 A A3 A T 2 — R IEEH O

IRICKREEE T, HiTEHNCEiRT 22 TOALIIK L CHEEICHN S L) Z & Th
%, BHIFCBRETERTH 2L TUTOA Y v FMEHND,

O 77 BREFREy DOBEST 2 & HIZHET D,

@ HEADZH TS HREZ, M0 ELHEHRT Ho TOTIFH & GEILUZIRE T 5
Z &, FRPT EHBEAOFHABEE N 2 MAHEAED,

©  AWEIRCIEHHI AR & F AT 2 FEE ORENM L2703 5,

@ AMEIRSCEHR IR 2 B LTRSS, R0 7200 o A RUERIZ B &
THOOEBERTFEE LT, BRVEEREOAHEZENT 2,

%ﬁ#é:kﬁ%ﬁ@%@iﬁ@ﬂ%mﬁ%@w&LT%\ﬁ%ﬁ%%%ﬁé
Z & TR RGP NIDREE T & . BIREIR &SI RO EINE
£5, BRSEMHEOHFIZIZT 7 & R EFREE T OIERIE & 2 O5A44% 3Tl Eb
TEb LD, B IEIMED B AT L7 mRetiEm. BT 55T
ZECIAD D H D72 5 TORND T A3 T o —oEWEIRO R IEREH %
1D DT F072,

BH/RFSSS & 12 o T2 B DIER IR L, Z 0 E DRF TR L2/ L 0 kit
IMEIR D, %ﬁ%%m & 2 VNIRRT G-RT B L7 AMid 2, z% KED M
MENDETHERILILESD, HEZEOGAIE, BUED LIS L35, 5T
IP/C/W/429Rev.1, IP/C/W/438, IP/C/W/442. IP/CIW/443 % [, BIRFEH%
E ST OMNTONTIX, CBD % 15 §:icin-> T FEEE) & THiFT) O
EHRTHZ EIZT D,

T ONEEGTE EEZ A —T1F, & EETRA SNTZBEERAE RO A I =X A
DHTHHET 2 L OITIREL TV DO TRV, £z, < OEwDNE EETRA S
TWHDT, & EEDR A T A T —DRROFEEETIZH L5, RLUT LEEED
HDBIRA T =X LN BRESE G XE ] L0 ) BERZRL THDHOTIERY,

PV IP/C/W/449 OKIESCETHRT B ERGRIZLL T O B0 TH D,

D EMSEEESE (CBD) 13 RICOVWT S SR, 8RS LTV E
KENTE 573, CBD (FFMMEEIZEI T2 0TI s, BImaEE2ik LT
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TRNTETTZ,

@ IP/C/W/449 5 4 FT TEREACIRIISRIA A 3 ATEERRINT OV T ORI 2R ENTEI T #E
ODOWEEBRRIT A RTA AKX Y | ERA A D A3 A F 2 —R IR
51 EREITO D S, ZHUTA v RRER LT TEPNETS T TIIskhic s WE#E 22 o ¢,
FOMDEL DAT v T H B ERH D | EONGEKEREEL TND L%
FLTWD, E51T, TRIPS HES CBD Z0kk % 727 4 — T LACEBYIIR 5%
9 2 L ZRET D L) [EBEZRALED B AT ENOZIHIE 2 HELE L T 5,

@  FERES DR DD Z & ARRET D KENZA » RITZ 21T 5,

- BEFF D T OB A A AR Z B D AR O BG 258 L v 2 & ¢, b %
fHTe, ZAUC XV EEEIREHEVERRC T 7 & A L2 2 TO AL XTI EET
EHEOIT D,

« 2D L) BRFMRSIBIEIRR A R PR ORHE & T 55 EITIE. FREFOMME T
TR BT 2 2 & 20T D,

(FE S O-ERIZ T 5 [RI%)

DEC 760 FRFFTOKE L PIC EFRSELy OFFEUEH | (2B 2 BRIZ OV TIE,
IP/C/W/429Rev.1, IP/C/W/438 KX IP/C/W/442 % B L TR LYY, 20 3D
%, HBEAOABITHR/NETHLEZEERLTND,

Q@I FH o0 HRFEHEOER) (BT 2EMICK LT, BRCT o7 A EREEST
7V Ik, 7TV, arxEZ ) AR T4 VY NLF— LT
—DEA PRRFEHEOFATE RO TN D,

Q@BAMNL D [FPEMHFTIRFHEOEIBHI W TEETIIRL ., BRET25Z L TH
FENDA T 4 THREIRND ] T EIZOWTORNTIL, FrErH 38R kT
T2 BAREHS & PR 2 T U AR RTZAITR 63, BIREBITEEE RN
(2B D MBI & - THHA DR AN SRV EETH 5,

@O~ L—yT 00 [BIREIEEOEE | ~ORNZIE, JFPEE(country of origin) & H
T (source) (ZATDFJEH 72\ DT, F§Ey O MEIXE IR HEE O E PN TRk S
ND1EA D, ZDENIEIZE SO TENBEBIIHIT A A ED O F)% CBD 116> T
HIWr 5 Z LI B7EA D,

A4 3 O WTO BRFAITH U2 FFHHREC 51 DB mE IR & A ko
HFTBRRICEE 4 284 %4, WIPO @ IGCS (242 L T\ A (WIPO/GRTKEF/IC/8/11),
PR RFERIL. & 55 HFEICHEM S, HREIERHR I OH 5 b D LT 572,
O FEZ V—705MEH LT- IPICIW/442 ~D = A MILLFO &Y,
- HEECRIRSELS OFHIER I 25K, ZNERFFTFNEET 5 805 2 &3, £
AT Y 227 238 0 [REER & TN D, Z DU & B DS S 41 TRV E~D %
IR E . REEE R ESRITE L0,
AIEASHEREAFRSELSY OFFLOSER R R RS, RS 29 BRI
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R LD, TeLA, EFMBINERRAISRE S o FEREER, PIC GEH, )
TRBLTRERAZ 225 2 & T BB SN D125 9,

@A A A(IP/C/W/446)~D = A > MELLFO@EY ,

EC I% CBD %2 &2V TREE) oE#s HEREN (n-sitw) ISEEERE
FTAT2E] L LTEY, # 15 0 HEEEFREMEE] 13 ORAOERIZZRY, D
£V, NEEEFRZEE) ([IFREETRWED EEND, ZIL6EEE L, ECIX IR
PEEISARAZRG551E, BieERREEZ S OHT2 &R T %) Lo#RET 5, EC &
LT, ERMNIGEEERZRE T 5 E 2 BRI E D3 e S o & 72 L
EZTWD,
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(17) #3218 WIPO —fi#ids (200549 H 26 E~10 H 6 H)

OA K2 TIEL SCP TfThiL T\ 5 SPLT AR EICRT 2 FEEFHERE I oW\ T
OfEFTR Y, CBD 73 WIPO (ZE5 L7t aiE E O oW Cilgim S iz, SCP T
OIEEIZEI L TiE, SCP W& EOFERICEUE L7223 6, Rk N—FF A B — 3
VERER S TP I L OETENEP S 72 (WO/IGA/32/9), 2005 4 2 HIZBfE S
NI Y7 7 o BIEARE COREFHEAGRT D50 E 9 MO N TOmIL, &
FEOBNFHZZ D AES £ EELTIC, AR b FREMeT oL TT
RSNz, —BHRREDBEIRLT=DIFLL To L B0,

- 2006 EAIEH (D) (2 2 32— COREAROARRE ZBiET 5,
Z DT SPLT BRE ORISR SPLT (ZHU D AN T-WFHZ: K aiin T 5,
ZORBIFEREBRMEICH A, A 2 S—ENTIE 2005 45 11 A 15 A £ TITREE
ZHEH L TH DUV, WIPO F5/513 2006 4 1 A £ ClOEKNe 7 e 7' Lk
HKRETDHZ L LT D,
- FRIABER R THIC 3 BEDIEA SCP # B L, A% OVEEGHEIZ OV
TRET DI 00FHmEIT) .
-+ FREIEARK SCP AF SV-dtli % s 57-912, 5 A DIERX7: SCP A Bifé
T 5,
- 2006 -9 A 2B S 4D WIPO — e CIEAS B OIMEER R A2 ET 5 & D J5F
MTHED D Z ENRBZHNTND,
(WO/GA/32/13)
@D CBD/COP 7 78 WIPO IZ8:% L Tz NEIEEIRA~DT 7 & A L i pEHE A
(21T DB RES: & O EBHRICEIT D iatiE s 5 3 F(WOIGA/32/8)) 73,
SetEE & EEOb & aa—BroAR S L, 2006 4 3 HICHESh AT 7V m
27 ) F 3T CBD/COP 8 IZikfF S b Z L E LT,
(http://www.wipo.int/edoc/prdocs/en/2005/wipo_pr 2005 421.html)

@ WIPO JnERE T4 1% ERSHMAE T & > TP PEASHRAEIRR, BRERE OV7 +
—7 n 7 OEEEICIV T Z & TEE L, IGC O~ 7 — F D 2 FHER AR
ELTee ZOFTIRDIEIE 2003 DO — AR OWRFEIZEED W TUET SN2 b DT
H5,

(http //www.wipo.int/edocs/prdocs/en/2005/wipo_pr 2005 421.html)

<ERFEE>

B OE O FROFREE OffiFb, R OBRBOR R X 2 1F
HEHEEDIEEZ TS Z L8 WIPO A L/ 3—DEZRICORMN D, iE-> T2 B R#E
LTI, HREELFEBEOFRELENF T NI ENMETH D, AL A
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IGC Thiimz 5% bilkpi T 5 Z & ZZA TN D,

SCP11 Tit, #¥7F v WAk BREE AR D08

DD iR SALTZAS, RERAIT *ﬁfﬁ@l@ﬂﬁi%ﬁj@”é@’C if£< . Qii?@*l ﬁé”a
DT XRTCOEICEE LT e —F % L 5_XE7Z L0 )& EEOMUVERIC NS
WBENBhoTo, FERFHEON—FETAB—TazmHdZ &TEbéﬁE@.W
FIHISPERIFE & | PEROFHR 72— 7 ' — REROEWNBOR & ZfN. S ¥ 512i%, &2To
INERED SPLT Oifamz [—F5 L CT(single undertaking)| #95 XZ72EE 2T 5
DF V& FEOBERRERICEZ D BCRET 5 2 L e EnIBUR %%ﬁ'ﬁﬁ‘é
kb@i@@%ﬁﬁW%ﬂfé’&@<%ﬁ%ﬂ%kﬁ%ﬁ%%ﬁi EFRSHE TR
7o BB A IERUHRO 2 M PEICBE T 23RO BIE L T 5725 9,

BiE (BEC 2% | OB CHERA XD OBl L 3B ERS = L Th
D, HHEDNAECE L TIEEIRZEN L, EFRTDH I ENMER aaﬁfg LTW5o,

JATHIROEFER Y L— 2 Y A4 R, MR OHEAMEC SPLT Ofn O FilH
IR D T LI, FRREOFENARD A FRARC B L CABICE ST 5 2 L DT %
KEOFERE EEZ TS,

HHT 5 HTORARBHCBIN L TNT T OB O % BT
DI, Wk B IR S ARZRERFEEG] & U CORETECRIEMRIR O FE L W ) ST
EHIMAER L TWZNETH D,

A7 L FO—BELTOT TIVMI, ZVORENRHHIZLTE, FEHED —

EFTAB—Ta B FFL TS, LinL, Blhol AL i Lo —F T A B—

a3 2705 &9 TR D,

REFREDON—FFA B — a VEHBEL T DA v FE LT, A > REH
25 2005 4 1 H OESHET DnrUEMERIEE 23 1T 2 BEORIL, BIFEEADA >
BT 4 T EBRORNEE DT AT, ORKBOEMW A bl 63 2 &0
TELHRMY DRVEIETHLRETE, ZOFHIEILZEDNT A ZFIAHZ TN D E i
FLTWD, | LR TND K H1T, FraFREDERAEITIETDO AL DD/ D5
%%%%%@E%L%xémét&%zfméo%ﬁ@ﬂ~%%4f—v9ym\ﬁ%
R, TEA. FFERASISG. Hili~oT 72 A, ENOEREF 7 ot 2 AREE.,
S, MOBRERICH L TEERA VNI N b2 58D ThHS,
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3. ZEEMIGZBELEZ Vv 7— FEE

3—1 A4 YF

(1) Anand and Anand JEREB T

Questionnaire for India- Annexure A

June 8, 2005
AIPPI - JAPAN

In your country, a patent applicant for an invention involving a genetic
resource is required to disclose the origin of the genetic resource at the time of filing
the application. We would like to ask you to provide us with the details of this
requirement by answering the following questions.

Question 1:The Inventions for which Disclosure of Origin of the Genetic Resources
are Required

Even when an applicant obtains the genetic resources before the CBD
becomes effective, he/she is still required to disclose its origin?

[ X] Yes

[ 1No

Answer:

Under Section 10(4) (d) (ii)(D) of the Indian Patents Act, if the biological material
is not available to the public, the applicant is required to deposit and disclose the
source and geographical origin of the biological material in the specification, when
used in an invention.

Also, failure to comply with this requirement or wrongly mentioning the source and
origin of the biological material is a ground for opposition and revocation under
Sections 25 and 64 of the Indian Patents Act.

Under the Biological Diversity Act 2002, Section 6 creates an obligation on all
persons to take approval of the National Biodiversity Authority (NBA) before applying
for an intellectual property right for an invention, in or outside India, which ‘ is based

on a biological resource, obtained from India.



However if a person applies for a patent the said permission may be obtained after

acceptance of a patent but before its grant.

The obligation of obtaining the prior approval of the NBA does not apply for plant

variety protection.

Question 2: Information on Origin of Genetic Resources that should be Disclosed at

the Time of Filing a Patent Application

The India Patent Act requires patent applicants to disclose “the source and
geographical origin of the biological material in the specifications, when used in an
invention.” What does this phrase mean precisely?

(1) Is the mere disclosure of country name(s) regarded as sufficient disclosure?
[ ]Yes
[ ]1No

What is required to be disclosed in addition to country name(s)?
Answer:

The Indian Patents Act only provides for the disclosure of source and geographical
origin _of the biological material. Additionally the applicant has to provide a
declaration to the effect that he has obtained the necessary approval from competent
authority (National Biodiversity Authority) and as proof thereof, he has to submit
approval certificate as obtained from the NBA under Section 6 of the Biological
Diversity Act, 2002.

(i1) Is it a requirement to disclose the country name of origin, in addition to the
country providing the genetic resource?
[ X] Yes
[ 1No

Answer:
The Indian patents Act or the draft patent office manual does not provide any

guidelines as to the requirement of disclosing the name of the country providing the
genetic resources in addition to the country of origin. However, over the years the



position in this regard will become clear. The minimum obligation can include:
- declaration of the source of genetic resource to which the inventor has
had access
- if the source is unknown, a declaration to that effect should also be
made.

In this regard, it is important that the patent applicant has made best endevour in
good faith to ascertain the geographical origin of the biological material used in the
invention

(iii) Is it permissible to use the description “unknown”, if the applicant cannot
identify such information?

[ X] Yes

[ 1No

What is required of the applicant in such a case?
Answer:
If the source of the biological material is unknown, the defence of good faith has not
been interpreted by the Indian Courts on this issue so far as this provision was
introduced in the Indian Patents Act in 2002.
(iv) Is there any statute or regulation that governs the above-mentioned aspect? If
any, please indicate the name of the statute or regulation and the relevant
provision(s).
Answer:
The name of statute or regulation:
The Patents Amendment Act, 2005 and
The Biological Diversity Act, 2002
The relevant provision(s):
Section 10 (4), Section 25, Section 64 of

the Patents Amendment Act, 2005.

Section 6 and Section 55 of the
Biological Diversity Act, 2002

Question 3: Other Information Required to be Disclosed (Documents Required to be




Attached, etc.)

Is any other information required to be disclosed in addition to the
information referred to in the answers to Q2?
[ X] Yes
— What information is required to be attached?
— Under what legal provision(s) is such information required?

[ ]No
Answer:

— Proof'of obtaining approval of access to the biological material from
the NBA under Section 6 of the Biological Diversity Act, 2002.

— Under the “declaration section” in Application form 1 of the Indian
Patents Act.

Question 4: Dispositions or Penalties Against a Patent Applicant who Fails to

Comply with the Disclosure Requirements

(i) If a patent applicant fails to provide the required information at the time of filing
(and he/she does not provide the required information even after an opportunity to
remedy the insufficiency), what treatment will be eventually given to his/her
application?

] The application will not be further processed.
X ] The application will be rejected by the Patent Office.

[
[
[ ] The application will be deemed as being withdrawn.
[ ] Other (Please specity)

[ ] In our country, the Patent Office does not examine whether or not an

applicant has provided the required information.
Answer:

A patent application is examined for compliance with formal requirements provided
by the Act and Rules by the Indian Patent Office at the time of examination of the
application. In the circumstances, if the applicant is requested to provide the
information under Section 10 and he fails to meet this requirement, his application
for patent can be refused under Section 15.



(i) If it is found, during patent prosecution, that the information disclosed by a
patent applicant is false (and he/she does not provide the correct information even
after an opportunity to remedy the deficiency), what treatment will be given to
his/her application?

[ ] The application will not be further processed.

[ X ] The application will be refused by the Patent Office.

[ ] The application will be deemed as being withdrawn.

[ ] Other (Please specity)

[ ] In our country, the Patent Office does not examine whether or not the

information provided by an applicant is true or not.

Answer:

Under Section 15 of the Indian Patents Act, if the Controller is of the opinion that
the specification does not meet any of the requirements under the Indian Patent Act
and Rules, he can refuse the application. Therefore, if the complete specification
does not disclose or wrongfully discloses, the source and geographical origin of the
biological material, the application can be refused by the Controller.

Also, under Section 25(1) (j) of the Patents Amendment Act, 2005, there is a
provision of pre grant opposition wherein any person may in writing file by way of
representation of opposition to the Controller against the grant of the patent on the
ground that the complete specification does not disclose or wrongly mentions the
source and geographical origin of the biological material used in the invention.

(iii) If it is found, after the grant of a patent that the information disclosed by a
patent applicant is false, what treatment will be given to the resultant patent?

[ X] The patent will be invalidated.

[ ] The patent right will be transferred to the correct party.

[ ] Restriction(s) will be made to the claim(s) of the patent.

[ ] Other (Please specity)

Answer:

Under section 25(2)(j) of the Patents Amendment Act, 2005, any time after the grant
of a patent but before the expiry of one year from the date of publication of grant of
the patent any person interested may give notice of opposition to the Controller in
the prescribed manner on the ground that the complete specification does not
disclose or wrongly mentions the source and geographical origin of the biological
material used in the invention.



Further under section 64(1)(p) of the Patents Amendment Act, 2005 a patent 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 the infringement of the patent by
the high court on the ground that the complete specification does not disclose or
wrongly mentions the source and geographical origin of the biological material
used in the invention.

However, since the provision relating to the constitution of the Appellate Board has
still not come into force, a revocation action can be instituted before the High Court
of appropriate jurisdiction.

(iv) We heard that, in your country, a criminal penalty and/or civil penalty will be
imposed on the applicant when no relevant information is disclosed or when false
information is disclosed. What penalties will be imposed in such a case?
(a) Civil penalties

-Applicable legal provisions:

-Penalties to be imposed:

(b) Criminal penalties
-Applicable legal provisions:

-Penalties to be imposed:
(c) Other penalties
-Applicable legal provisions:

-Penalties to be imposed:

Answer:

Under Section 55 of the Biological Diversity Act, if any person applies for an
intellectual property in or outside India for an invention based on any research or
information on a biological resource obtained from India without obtaining the
approval of NBA, he shall be punishable with imprisonment for a term which may
extend to five years or with fine which may extend to Rs 10 lakh (US $ 23,000) and
where the damage caused exceeds Rs. 10 lakh such fine may commensurate with the
damage caused or with both.

(v) Are these legal provisions available via the Internet? If so, please indicate the
URL through which we can access the provisions.

If not available, how can we obtain these legal provisions?

Answer:



URL: www.ipindia.nic.in and

envfornic.in/divisions/biodiv/act/biodivact

(vi) If there are any penalties, are they applicable in the same way to a case where
insufficiency or falsity is found before the grant of the patent and a case where
insufficiency or falsity is found after the grant of the patent?

[ ]Yes
[ ]No (Please specify:

(vii) Suspension of Penalties

Is there any system that forgives an applicant who fails to satisfy the
disclosure requirement from being penalized, if he/she corrects it by making
disclosure in a specified period?

[ ]Yes
—Please explain the system in detail.
Answer:
— Under what legal provision(s) is such a system implemented?
Answer:
[ 1No

Question 5: Access and Benefit Sharing Competent National Authority

Please provide us some information on the National Biodiversity Authority
(NBA), which is your country’s national authority that authorizes access to genetic
resources, by answering the following questions.

(i) Position of the NBA
[ X ] Governmental agency
[ ] Independent organization
[ ] Other ( )

Answer:

Section 8 of the Biological Diversity Act, 2002 deals with the establishment of the
National Biodiversity Authority (NBA). The head office of the NBA is at Chennai.

(i1) Documents to be submitted for authorization and authorization fee



Answer:

Under Rule 14, any person seecking approval of the Authority for access to biological
resources and associated knowledge for research or for commercial utilization shall

make an application in Form I with the prescribed fee of Rs. 10,000

Under Rule 17, any person desirous of transferring results of research relating to
biological resources obtained from India for monetary consideration to foreign
nationals, company and Non Residents Indians (NRIs), shall make an application to
the Authority in the Form Il along with a fee of Rs. 5000.00

Under Rule 18, any person desirous of applying for a patent or any other
intellectual property based on research on biological material and knowledge
obtained from India shall make an application in Form III along with a fee of five

hundred rupees.

(iii) How many days are required from application to authorization?
Answer:

Under Rule 14(3) of the Biological Diversity Rules 2004, the Authority shall after
consultation with the concerned local bodies and collecting such additional
information from the applicant and other sources, as it may deem necessary, dispose
of the application, as far as possible, within a period of six months from the date of
its receipts.

Under Rule 17(3) of the Biological Diversity Rules 2004 every application shall be
decided upon by the Authority, as far as possible within a period of three months
from the receipt of the same.

Under Rule 18(3) the Authority after due appraisal of the application and after
collecting any additional information, on the basis of merit shall decide on the
application, as far as possible within a period of three months of receipt of the same

(iv) How many applications does the NBA process annually?

Answer:

So far NBA has received approximately 19 applications. However, so far none of
them has received approval.



(v) Reasons for refusal to give authorization, and ratio of refused applications

Ratio of refused applications:

(vi) Legal provisions that govern the NBA
Answer:
The name of statute or regulation: Biological Diversity Act, 2002 and the
Biological Diversity Rules, 2004.

The relevant provisions: Section 8 of the Biological Diversity Act, 2002

Question 6: The Impact on Your Firm Operation of the System for Disclosure of

Origin of Genetic Resources and Your Firm’s Opinion

(i) Please inform us of the following information on patent application that your firm

has been involved with.

- The annual number of patent applications that disclose the origin of genetic
resources.

- The ratio of such applications to the total number of applications:

Answer:
The Patent Office is unable to provide us with this information.

(i1) Has any change occurred to your firm’s operations due to the introduction of the
system for disclosure of origin of genetic resources?

[ ] Increased number of staff (Reason: )

[ ] Increased working hours (Reason: )

[ ] Increased days required for preparation of filing a patent application
(Reason:

] Increased profits (Reason:
] Decreased profits (Reason:

~— " L I~

] Other changes (Please specify:

[
[
[
[ ] No significant changes
Answer:

We have created a separate department with adequate staff to look into the issues



which deals with biological material.

(iii) Please give your opinion on consistency between the patent protection system
and the system for disclosure of origin of genetic resources from a legal viewpoint.

Answer:

In addition to the obligation created under the Biological Diversity Act, Section 10 of
the Patents Act creates an obligation on the applicant of a patent to deposit and
disclose the source and geographical origin of the biological material in the patents
specification.

(iv) In order to resolve the issue of biopiracy or other related issues, do you think
that it is necessary not only to require patent applicants to obtain authorization for
access to genetic resources, but also to obligate them to disclose origin of genetic
resources in their patent application?

Answer:

India contains a great wealth of biological diversity in its forests, its wetlands and in
its marine areas. In order to evolve a gainful and beneficial relationship between the
bio-prospector and the right holders (including the country of origin) and with a
view to prevent bio-piracy, in our opinion, the disclosure requirement will to a great
extent keep a check on biopiracy.

* Questionnaire for the Patent Office

Please ask your country’s Patent Office to answer our questionnaire
attached as Schedule A.

* Questionnaire for Your Corporate Clients

It would be appreciated if you could ask one or two of your corporate
clients to answer our questionnaire attached as Schedule B.

* Questionnaire for Genetic Resource Providers and NGOs

If possible, please ask genetic resource provider(s) and/or NGO(s) that have
an interest in disclosure of origin of genetic resources to answer our questionnaire
attached as Schedule C.

Thank you very much for your cooperation.

10



We would appreciate it if you could send us the answers to Shigeru
Kaneko, AIPPI - JAPAN by e-mail (kaneko@aippi.or.jp) or via facsimile
(+81-3-3591-1510) on or before June 30, 2005.

11
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Annexure B
Questionnaire
on
Disclosure of Origin of Genetic Resources
AIPPI JAPAN

http://www.aippi.or.jp/

http://www.aippi.org/

AIPPI JAPAN is the Japanese branch of the Zurich, Switzerland-based
organization, International Association for the Protection of Intellectual Property
(AIPPI).

We are now researching the current situation of various countries regarding
“the system for disclosure of origin of genetic resources at the time of filing patent
applications,” which is one of the most important issues in international discussions in

this field. As part of this research, we plan to collect opinions from private corporations
and use them as reference for the purpose of discussion with regards to what system is
most suitable for Japan. We would like to ask you to answer the following questions.

We would appreciate it if you could send us the answers to Shigeru
Kaneko, AIPPI JAPAN by e-mail (kaneko@aippi.or.jp) or via facsimile
(+81-3-3591-1510) on or before July 31, 2005.

Question 1: Name and Business Category of Your Company (This question is NOT
mandatory)

Name of your company: Emergent Genetics India

Business category: Seeds

Question 2: Your Opinion About a System That Requires Disclosure of Origin of
Genetic Resources at the Time of Filing Patent Applications

[ /] We are in favor of the system.

(Reason: It establishes a proper identification system in future and avoids

poaching of genetic material by companies )

[ / ] We oppose the System.

(Reason: In earlier days, due to free exchange of germplasm and
varieties, new germplasm have been developed by using a wide range of germplasm

whose origin is difficult to identify. Further cross exchange of germplasm from one

country to the other has further complicated the exact origin of germplasm. Hence it is




very difficult to really pinpoint the origin of genetic resources )
Question 3: Do You Feel the Burden on Your Company Has Increased Due to the
Introduction of the System?

[ ] We do not feel that the burden has increased.

[ /] We have had to begin controlling origins of various genetic resources

separately for every relevant invention. It has become burdensome to us.

[ /] We have not been able to identify origins of some genetic resources we
had previously obtained.

[ /] Other (Please Specify: For pre-breeding materials obtained from

International crop institutes, it is very difficult to identify the origin)

Question 4: Changes That Have Occurred to Your Company’s Operation/Practice

What changes have occurred to your company’s operation or practice? (For
example, “we now (or will) make it an absolute rule to confirm origins of all genetic
resources we obtain.”)

Answer: We are making it a rule to obtain/exchange genetic resources with
proper documentation

Question 5: Do You Think a System That Requires Disclosure of Origin of Genetic
Resources at the Time of Filing Patent Applications Contributes (or Will Contribute) to
the Promotion of Appropriate Benefit Sharing?

[ ]Yes

[ ]No

[ /] We are unable to determine at this stage. It may lead to protracted

litigation resulting in undue delay in the use of the germplasm for commercial

purposes or in further genetic improvement programs

Thank you very much for your cooperation.
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(1) 75 )L INPI

Rio De Janeiro, in 18 of April of 2005.

Mr. Kaneko,

Unhappyly we cannot answer to it of the form as we it would like. However | wait
that our reply it helps it.

According to Petition of Information in reference, depositions harvested in the
Parliamentary inquiry commission of the Biopirataria notify that the Federal
Trademark and Patent Office - INPI does not come giving fulfilment art. 31 of the
Provisional remedy n°® 2,186-16, of 23 of August of 2001.

Immediate, it fulfills to clarify that the acts of ability of the INPI in the scope of
the processes of grant of patentarios rights, as well as the procedures for the
petition, examination and decision of patent order, if they find in the Law n°® 9,279
definite, of 14 of May of 1996 (Law of Industrial Property - LPI), law of special
nature that regulates the relative rights and obligations to the industrial property.

For its turn, the Provisional remedy n°® 2,186-16, of 23 of August of 2001, in
the pretension of regulating the access to the genetic patrimony and the
traditional knowledge associated it, imposed to the INPI, in its art. 31, the
observance of the complete one of its devices as condicionante to the
concession of patents on products or processes gotten from samples of
component of the genetic patrimony and traditional knowledge it associate and, |

give birth passu, instituted for the petitioners of patents thus gotten the obligation



of informing the origin of the genetic material and the traditional knowledge
associate the genetic material, if it will be the case.

However, the Provisional remedy predicted one did not establish, for the INPI,
any estimated, parameters or objective conditions for the practical one of the act
of control of the fulfilment of its disposals, neither defined its processualistica,
not even the moment where the control must be exerted, nuclear elements, that
if impose as imperative to give to legal supedaneo to the acts of the Autarchy for
the fulfilment of the enrolled rule in its art. 31, since they do not find lair in the
special law that disciplines the acts of the INPI in the plan of the processes of
grant of patentarios rights, or either, in the Law of Property Industrial.

As logical consequéncia, the fatica impossibility of the mandatory legal
applicability of legal to the case the concrete results, inasmuch as, even so it
exists and either valid, art. 31 of the Provisional remedy in consideration does
not produce effect, because the determinative conditions of its effectiveness are
absent.

As in fact, it is inexorable that it is front the legal device of programmatical
nature, or either, that does not have immediate effectiveness, that not is
auto-executable, being subordinated to the implementation of norm of the
Executive disciplinarian of the conditions and indispensable requirements to
materialize it, so that produces its effect regular.

Under the correct approach, the Provisional remedy n° 2,186-16, of 2001, as
art. 35 proves of the literalidade of its - "the Executive will regulate this
Provisional remedy up to 30 of December of 2001" -, meets inserta in the

category of law of contained effectiveness, not auto-executable, demanding the



competent regulation that confers effectiveness to its commands, what until the
present moment it did not occur, to little, of integral form.

As in fact, until then, only arts. 10, 11, 12, 14, 15, 16 and 19 of the Provisional
remedy in cause had been white of regulation, by means of the Decree n° 3,945,
of 29 of September of 2001, remaining the too much still hanging devices of the
norm of regulation for act of the Executive for the implementation of its
effectiveness.

In this context, the application of the rule praised in art. 31 of the Provisional
remedy is not feasible to this Autarchy n° 2,186-16, of 2001, for reasons, as
seen, of order, basically, legal.

As the device in consideration has programmatical nature and it is not
auto-executable, lacking, therefore, of regulation that defines the conditions for
its application that more good they preserve the goods tutored people for the
rule of law, does not have disrespect to its text, nor the traditional breaking to the
pertinent legislation to the access the genetic resources and knowledge
associates, but, yes, treatment that if conciliates with the principles and positive
norms of the Brazilian right.

It stands out to inform, for opportune, that, for occasion of the quarrels that
had had place in the scope of the Advice of Management of the Genetic
Patrimony with sights to the elaboration of the Draft bill of Access the Genetic
Resources and the Traditional Knowledge Associates, the manifest
inaplicabilidade of art. 31 of the Provisional remedy, also, lead to the
presentation of alternative writing proposals for that device, in order to attribute

to it to no longer plain auto-effectiveness of the law food allowance, or either,



becoming its immediate application, independently of prescribed act of the
forwarded Executive a posteriori.

Any attempt of the Autarchy to forward normative intern objectifying
prescribed the application of art. 31 of the Provisional remedy in consideration
would resvalaria in insuperavel unconstitutionality, for vice of ability for the
legislative activity.

By the way, it was not for another reason that the proper legal text, in its art.
35, sends to the Executive the regulation of the Provisional remedy, for the
production of its effectiveness and legal applicability.

Concluding, in synthesis, the performance of the INPI if keeps strict consistent
with the jurisprudence, not having that to cogitate itself of the hypothesis of
non-observance of the made use one in art. 31 of the Provisional remedy n°
2,186-16, of 2001, on the part of the Autarchy, inasmuch as the application of
the device in cause lacks of previous regulation for act of the Executive, in the
form determined in art. 35 of the proper statute. Yours truly,

De Paula, Maria Celi Saldanha Moreira

General Coordinating of Patents |



(2)Trench, Rossi e Watanabe Advogados BT

Questionnaire for Brazil

June 8, 2005
AIPPI - JAPAN

In your country, a patent applicant for an invention involving a genetic
resource is required to disclose the origin of the genetic resources at the time of filing
the application. We would like to ask you to provide us with details of this requirement
by answering the following questions.

Preparatory Question: Governing Law for Requiring Patent Applicants to Disclose
Origin of Genetic Resources

We understand that Article 31 of the Provisional Measure No. 2.186-16 of
August 23, 2001 is the applicable law for requiring patent applicants to disclose origin
of genetic resources. Is this correct?

[ X] Yes

[ ] No — Please provide us with the name of the governing law or

regulations and the relevant provision(s).
The name of statute or regulation:

The relevant provision(s):

Question 1:The Inventions for which Disclosure of Origin of Genetic Resources are
Required

Even when an applicant obtains the genetic resources before the CBD
becomes effective, he/she is still required to disclose its origin?

[ ]Yes

[ X ]No

Note: The CBD became effective in Brazil as of May 29, 1994, in accordance with the
ratification provisions set forth in its Article 36.3. Considering that both the CBD text
and Article 31 of the Provisional Measure No. 2.186-16 (hereinafter “the PM”) are
silent on the obligation to disclose the origin of genetic resources obtained before the
Brazilian effective date, it is assumed that this requirement should only apply to patent
applications filed after the CBD became effective.

Question 2: Information on Origin of Genetic Resources that Should be Disclosed at
the Time of Filing a Patent Application




What is the meaning of the term “origin” in Article 31 of the Provisional
Measure No.2.186-16 of August 23, 2001?
Article 31 of the PM reads: “Granting of industrial property rights by the competent
bodies over the process or product obtained from samples of genetic heritage
components is conditioned to compliance with this Provisional Measure. The person or
institution applying for the property rights must inform the origin of the genetic
material and the associated traditional knowledge, as appropriate.”

This provision sets forth the principle for disclosure of the origin of the genetic
material and associated traditional knowledge, but does not establish guidelines or
rules as to how the required information should be disclosed. Such guidelines or rules
should have been determined by means of a decree regulating the PM, which has not
been issued so far. Therefore, the actual meaning — or scope — of the term “origin” has
not been established, so that, in principle and literally, disclosure of the country name
should suffice. From a more conservative standpoint, however, and based on the
information required for obtaining authorization to access the genetic heritage and
traditional knowledge, we would say that disclosure of the origin should at least
include: country name, country region/state, and the community who use the genetic
material and holds the associated traditional knowledge.

(1) Is the mere disclosure of country name(s) regarded as sufficient disclosure?
[ ]Yes
[ INo
— What is required to be disclosed in addition to country name(s)?
Answer:

Please refer to the comments in response to Question 2 above.

(i1) Is it a requirement to disclose the country name of origin, in addition to the country
providing the genetic resource?

[ ]Yes

[ ]1No

Please refer to the comments in response to Question 2 above.

(ii1) Is it permissible to use the description “unknown,” if the applicant cannot identify
such information?
[ ]Yes
[ 1No
— What is required of the applicant in such a case?



Answer:

As mentioned in our answer to Question 2 above, Article 31 is silent of disclosure
specifics, and has not been regulated to rule on such details. It is our opinion, however,
that using the description “unknown” would not be acceptable, as presumably the
patent applicant should be aware of at least a minimum of prospection and research
details as a party directly sponsoring such activities.

(iv) Is there any statute or regulation that governs the above-mentioned aspect? If any,
please indicate the name of the statute or regulation and the relevant provision(s).
The name of statute or regulation:

The relevant provision(s):

Please refer to our answer to Question 2(iii) above.

Question 3: Other Information Required to be Disclosed (Documents Required to be

Attached, etc.)

Is any other information required to be disclosed in addition to the information
referred to in the answers to Q2?
[ ]Yes
— What information is required to be attached?
Answer:

— Under what legal provision(s) is such information required?
Answer:
[ ]1No

Since Article 31 of the PM has not been regulated, it is assumed that no additional
information or documents are required to be disclosed or attached to the patent
application.

Question 4: Dispositions or Penalties Against a Patent Applicant who Fails to Comply

with the Disclosure Requirements

(i) If a patent applicant fails to provide the required information at the time of filing
(and he/she does not provide the required information even after an opportunity to
remedy the insufficiency), what treatment will be eventually given to his/her
application?

[ ] The application will not be further processed.



[ ] The application will be rejected by the Patent Office.
[ ] The application will be deemed as being withdrawn.
[ ] Other (Please specify:

)

[ ] In our country, the Patent Office does not examine whether or not an

applicant has provided the required information.

As commented in our answers to Questions 1-3 above, Article 31 of the PM is very
generic in contents, and lacks proper regulation in order to establish disclosure
requirements and applicable penalties relating to failure to disclose relevant
information on the origin of the genetic material, or provide sufficient information. In
our opinion, failure to disclose the required information, or to provide sufficient
inforamtion at the time of filing should give rise to an official action calling for its
submission, thus giving the applicant an opportunity to remedy the failure or
insufficiency. Only upon the applicant’s failure to remedy the irregularity should the
patent application be rejected.

It is worth mentioning that the Council on the Administration of Genetic Patrimony
(“CGEN”) has prepared a pre-bill of law aiming at replacing the current PM. Said
pre-bill of law, which is presently under discussions at the Department of Internal
Affairs, provides in its Article 80 that: “When the object of a patent application, filed
after this law has become effective, has been obtained from genetic material and its
products or associated traditional knowledge, information as to the origin of the
genetic material and its products or associated traditional knowledge must be included
in the patent application, as provided for in the regulation, in order to comply with the

principle of sufficient description, under penalty of rejection of the application or
nullification of the patent, in accordance with Law No. 9.279 of May 14, 1996 [the
Brazilian Industrial Property Law].” [our emphasis]

As you may note, the CGEN’s proposal is more specific than current Article 31 of the
PM, as it not only provides a penalty for failure to disclose or insufficient disclosure,
but also the need to establish disclosure requirements and related issues under a
specific regulation.

It is our opinion, however, that grounding the potential rejection of the application or
nullification of the patent on lack of sufficient description is not adequate. Actually,
sufficiency of descriptiveness is a patentability requirement addressing the need to
submit sufficient details so that a person skilled in the art can, from such detailed
description, carry out the proposed invention. In turn, information as to the origin of
the genetic material has the purpose of acknowledging the community’s rights to said



material and associated traditional knowledge, and should not be regarded as a
technical detail for carrying out the invention.

(i) If it is found, during patent prosecution, that the information disclosed by a patent
applicant is false (and he/she does not provide the correct information even after an
opportunity to remedy the deficiency), what treatment will be given to his/her
application?

[ ] The application will not be further processed.

[ ] The application will be refused by the Patent Office.
[ ] The application will be deemed as being withdrawn.
[ ] Other (Please specify:

)

[ ] In our country, the Patent Office does not examine whether or not the

information provided by an applicant is true or not.
Please refer to the comments in response to Question 4(i) above.

(ii1) If it is found, after the grant of a patent, that the information disclosed by a patent
applicant is false, what treatment will be given to the resultant patent?

] The patent will be invalidated.

] The patent right will be transferred to the correct party.

] Restriction(s) will be made to the claim(s) of the patent.

] Other (Please specify:

— /oo

Please refer to the comments in response to Question 4(i) above.

(iv) We heard that, in your country, a criminal penalty and/or civil penalty will be
imposed on the applicant when no relevant information is disclosed or when false
information is disclosed. What penalties will be imposed in such a case?
(a) Civil penalties

-Applicable legal provisions:

-Penalties to be imposed:

(b) Criminal penalties
-Applicable legal provisions:

-Penalties to be imposed:

(c) Other penalties
-Applicable legal provisions:

-Penalties to be imposed:

As per our answers to Questions 1-4 above, Article 31 of the PM, as presently in force,



has not been properly regulated, so that there are no specific provisions as to penalties
relating to failure to disclose information on the origin of genetic material or to
disclosing false information in this respect. In a broad sense, the PM establishes a
series of penalties for non-compliance with its provisions, including “suspension of the
registration, patent, license or authorization”, and “cancellation of the registration,
patent, license or authorization” (Article 30, 1% paragraph, items VIII and IX,
respectively, of the PM). Such penalties would have the nature of admintrative
penalties.

It is also worth mentioning that recent Decree No. 5.459 of June 7, 2005 has been
enacted to regulate Article 30 of the PM. Besides listing the suspension and
cancellation of the registration, patent, license or authorization as applicable penalties
for non-compliance with the PM, the Decree also establishes a series of related fines.
Specifically, Articles 19 and 24 of the Decree determine the imposition of fines to
those who provide false information, or omit essential information from the
governmental authority regarding research, bioprospection, or technological
development activities related to the genetic heritage or associated traditional
knowledge, when subject to auditing or assessing, or when applying for authorization

for accessing or remitting the genetic material or associated traditional knowledge.

[Our emphasis - the filing of patent applications is not included in the list of infringing
activities. |

The applicable fines are:

1) to entities: from R$10.000,00 to R$100.000,00 (approximately US$4,255.00 to
US$42,553.00)

2) to individuals: from R$200,00 to R$5.000,00 (approximately US$85.00 to
US$2,127.00)

(v) Are these legal provisions available via the Internet? If so, please indicate the URL
through which we can access the provisions.

Decree No. 5.459, in its original Portuguese version, can be accessed through URL:
http://www.planalto.gov.br/ccivil 03/ At02004-2006/2005/Decreto/D5459.htm

We believe that CGEN will soon provide an English version of the Decree on its
website (http://www.mma.gov.br/port/cgen/index.cfm => Legislacdo [Laws]), as it
has done with the CBD and the PM.

If not available, how can we obtain these legal provisions?
Answer:




(vi) If there are any penalties, are they applicable in the same way to a case where
insufficiency or falsity is found before the grant of the patent and a case where
insufficiency or falsity is found after the grant of the patent?

[ ]Yes

[ ]No (Please specify:

Please refer to the comments in response to Question 4(iv) above.

(vii) Suspension of Penalties

Is there any system that forgives an applicant who fails to satisfy the
disclosure requirement from being penalized, if he/she corrects it by making disclosure
in a specified period?

[ ]Yes
—Please explain the system in detail.
Answer:
— Under what legal provision(s) is such a system implemented?
Answer:
[ 1No

Please refer to the comments in response to Question 4(iv) above.

Question 5: Access and Benefit Sharing Competent National Authority

Please provide us some information on the Council on the Administration of
Genetic Patrimony (CGEN)”, which is your country’s national authority that authorizes
access to genetic resources, by answering the following questions.

(i) Position of the CGEN
[ X ] Governmental agency (a Council to the Ministry of the Environment)

[ ] Independent organization
[ ] Other ( )

(ii) Please indicate the constitution of the CGEN (internal organizations, No. of staff
and their functions) as far as you know.

Please access URL http://www.mma.gov.br/port/cgen/doc/dec3945i.pdf for an
English version of the Decree No. 3.945 of September 28, 2001, which created CGEN.

The Decree’s Articles mentioned below refer to the constitution of CGEN, staffing, and



functions.

Name of Internal No. of Staff Function
Organization
(Council ) (Article 2 ) (Article 3
(Executive (23 members ) (Article 7
Secretariat )

For the complete structure of the CGEN’s Executive Secretariat, please access URL
http://www.mma.gov.br/port/cgen/index.cfm =>  Secretaria = Executiva =>
Composicdo OR Organograma. This information is in Portuguese, but can provide a

general idea of the Secretariat’s structure.

(iii) Documents to be submitted for authorization and authorization fee

Documents to be submitted:

e Corporate documents (by-laws, articles or organization, and the like)

e Documents evidencing that the entity is engaged in research activities
(by-laws, list of publications and projects)

e Documents evidencing that the entity has sufficient technical capabilities
for accessing genetic material, and for handling said material (full
description of team, infrastructure and equipment required)

e Full Project Description

e Previous consent from the owner of the public or private area to be
prospected, or from the local community in said area

e Information as to the destination of the samples

e Information regarding the depositary institution, which must be duly
registered with the CGEN, including the institution’ agreement to act as a
depositary for the Project

e Document empowering the entity’s legal representative, or power or
attorney, as the case may be

e Agreements or Terms of Cooperation if the Project involves cooperation
among entities

e Documents evidencing ownership of the areas to be researched

e Agreement for Use of Genetic Heritage and Benefit Sharing, duly signed
by the parties

e Identification of confidential information, and non-confidencial abstract of
said information

Authorization fee: The CGEN charges no fees for processing requests and
granting authorizations.



(iv) How many days are required from application to authorization?

Answer: The CGEN is a relatively new body (officially organized in
September 2001), and had to develop, adopt and implement a series of procedures for
analyzing and granting authorizations for access to genetic material and associated
traditional knowledge. In view of this, the CGEN can take an average of 12 to 20
months to grant authorizations, depending on the complexity of the project and on the
applicant’s promptness to respond to any official actions issued during the examination
process.

(v) How many applications does the CGEN process annually?

Answer: Information by year is not available from the CGEN’s website. We
have verified, however, that the CGEN is currently processing an average of 48
applications, including applications for access authorization, pre-application
consultations, and applications for registration of depositary entities. We have also
verified that so far 23 authorizations have been granted, and 48 depositary entities have
been registered by the CGEN.

This information has last been updated by the CGEN on June 20, 2005.

(vi) Reasons for refusal to give authorization, and ratio of refused applications

Main reasons for refusal: Upon examining the summary of the applications
available from the CGEN’s website we have noted that the main reasons for refusing
authorizations are the applicant’s failure to submit sufficient documents to support
their requests, whether with the application or as a response to the CGEN’s official
actions. We have also noted that a number of applicants filed for the cancellation of
their applications, mostly because their projects had been discontinued or suspended.

Ratio of refused applications: From a brief review of the list available from
the CGEN’s website we ascertained that 9 applications have been refused due to the
applicants’ failure to submit sufficient supporting documents or information; and 15
applications have been cancelled at the applicants’ request.

Question 6: The Impact on Your Firm Operation of the System for Disclosure of

Origin of Genetic Resources and Your Firm’s Opinion

(i) Please inform us of the following information on patent application that your firm

has been involved with.

- The annual number of patent applications that disclose the origin of genetic
resources: So far we have not filed any patent application involving disclosure of



genetic material or associated traditional knowledge.
- The ratio of such applications to the total number of applications: Not applicable.

(i1) Has any change occurred to your firm’s operations due to the introduction of the
system for disclosure of origin of genetic resources?

[ ]Increased number of staff (Reason: )
[ ] Increased working hours (Reason: )
[ ]Increased days required for preparation of filing a patent application
(Reason: )
] Increased profits (Reason: )

] Decreased profits (Reason:

] Other changes (Please specify:

— oo

X ] No significant changes

(iii) Please give your opinion on consistency between the patent protection system and
the system for disclosure of origin of genetic resources from a legal viewpoint.

We believe it to be a fair requirement to provide information on the origin of
genetic resources in a patent application, since the subject invention has been
developed from such resources. However, we do not agree with the condition generally
established in Article 31 of the PM, that is, the grant of patent rights must be
conditioned to having information on genetic resources added to the application. To
condition the granting of a patent to compliance with this requirement as is overlooks
the traditional patentability requirements of novelty, inventive activity and industrial
applicability, transferring to the mere presence of genetic resource particulars data the
final word for patenting the invention, and thus challenging the effectiveness of the
patent system.

(iv) In order to resolve the issue of biopiracy or other related issues, do you think that it
is necessary not only to require patent applicants to obtain authorization for access to
genetic resources, but also to obligate them to disclose origin of genetic resources in
their patent application?

As stated above, we believe that the requirement to disclose the origin of the
genetic resources is a fair one, as patents ultimately constitute the state of the art which
will serve as a basis for future technological developments. For this purpose, adequate
regulation of Article 31 of the PM should be provided, possibly including reasonable
penalties for false disclosure, but without conditioning the granting of patents to this
sole requirement.

(v) We found an article about recent developments with regards to the CGEN. Please
provide us with your opinion or any relevant information about this matter.
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“The MCT, MAPA and MDIC group has been attempting to impede civil
society’s participation in the discussion of the proposed law and to weaken the
Council on the Administration of Genetic Patrimony(CGEN),”

“The MCT group’s proposal terminates the CGEN and transfers to the MCT the
responsibility the administration of genetic patrimony.”

“MCT is proposing that a centralized fund of the earnings from the genetic
resources be administered by the MCT, impeding that a direct benefit be paid to
those peoples who taken care of the resources and are the owners of the
traditional knowledge with respect to those resources.”

(http://www.amazonia.org.br/english/noticias/noticia.cfm?id=144395)

This notice was originally published on January 27, 2005 in the website of
Instituto Socioambiental (Social and Environmental Institute), a NGO acting in the
Amazonian region. All the ministries mentioned in the notice (Ministry of Science and
Technology — MCT; Ministry of Agriculture, Livestock and Supplies — MAPA; and
Ministry of Development, Industry and Commerce — MDIC) are members of the
CGEN, and may have different opinions on several issues involving the CGEN’s roles
and functions.

It is true that, according to the Decree 3.945 (which created the CGEN), the
members of the Council are all governmental and public administration entities.
Nonetheless, the CGEN has accepted a number of private entities as “permanent
invitees” to its meetings and discussions, which is highly desirable and healthy. We
believe that, eventually, pressure from civil society can lead to amendments to the
relevant legal provisions to admit civil members into the CGEN.

As to the ministries’ intention of terminating the CGEN and transferring its
functions to the MCT, we doubt that this would be feasible at this point, when the
CGEN has been gradually becoming truly operative and effective in the granting of
access authorizations. Evidently, the issue of accessing genetic resources is a very
sensible one, and mostly so in a country with such huge biodiversity as Brazil. This
can but arise frequent and passionate discussions based on conflicting interests among
society’s players (research institutions, companies, communities, NGO’s), which
ultimately lead to all kinds of notices.

* Questionnaire for Your Corporate Clients

It would be appreciated if you could ask one or two of your corporate clients
to answer our questionnaire attached as Schedule B. Attached.

* Questionnaire for Genetic Resource Providers and NGOs

11



If possible, please ask genetic resource provider(s) and/or NGO(s) that have
an interest in disclosure of origin of genetic resources to answer our questionnaire
attached as Schedule C. Attached.

Thank you very much for your cooperation.
We would appreciate it if you could send us the answers to Shigeru

Kaneko, AIPPI - JAPAN by e-mail (kaneko@aippi.or.jp) or via facsimile
(+81-3-3591-1510) on or before June 30, 2005.

12
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Questionnaire to Brazil

Questions regarding following provisions in Brazil:

“Provisional Measure No. 2,186-16 of August 23,2001
Art 31. The grant of industrial property rights by the competent bodies for a
process or product obtained using samples of components of the genetic
heritage is contingent on the observance of this Provisional Measure, the
applicant being obliged to specify the origin of the genetic material and the
associated traditional knowledge, as the case may be.

“Anteprojeto de Lei de Acesso ao Material Genético e Seus Produtos, de
Protecdo aos Conhecimentos Tradicionais Associados e de Reparticio de
Beneficios Derivados do Seu Uso”

Art.80. Quando o objeto do pedido de patente, depositado a partir da entrada em
vigor desta Lei, tiver sido obtido a partir do material genético e seus
produtos ou de conhecimentos tradicionais associados, a informagdo da
origem do material genético e seus produtos ou dos conhecimentos
tradicionais associados, para atender ao principio da suficiéncia descritiva,
devera constar no relatorio descritivo, nos termos do regulamento, sob
pena de indeferimento do pedido ou nulidade da patente, na forma da Lei
No. 9,279, de 14 de maio de 1996.

[Translation] “When the object of a patent application, filed after this law has
become effective, has been obtained from genetic material and its products
or associated traditional knowledge, information as to the origin of the
genetic material and its products or associated traditional knowledge must
be included in the patent application, as provided for in the regulation, in
order to comply with the principle of sufficient description, under penalty
of rejection of the application or nullification of the patent, in accordance
with Law No. 9,279 of May 14, 1996 [the Brazilian Industrial Property
Law].”

A. Are these provisions effective in Brazil?

As the article 35 of Provisional Measure No. 2,186-16 states that “The
Government shall regulate this Provisional Measure up to December 30 2001,
we are not sure about its effectiveness at present.

Provisional Measure No. 2,186-16 (the “PM”) has been partially regulated with
respect to some of its provisions. Article 31, however, has not been regulated
so far. Therefore, although the PM is generally in force, Article 31 still lacks
regulation, so that it cannot be fully effective and enforced at this time.
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Has Anteprojeto de Lei already been enacted as a law?

C.

No. CGEN’s pre-bill of law (“Anteprojeto de Lei”) is still being discussed by
the Ministry of Environment and other Ministries. A work group has been
created to analyze the pre-bill and produce a final document consolidating the
proposals of the Ministries. This activity has so far proved to be a hard task, as
the Ministries may have different opinions on how to treat certain issues in the
pre-bill.

If it has not been enacted yet, when will it be passing?

I A 1.

There is no forecast as to when the pre-bill will pass and be enacted as a law to
replace the PM. After a final, consolidated pre-bill is produced by the
Ministries involved, a bill of law must be taken to the National Congress for
analysis by the House of Representatives and the Senate. Only after the bill of
law is discussed and approved by these two bodies will it be taken for sanction
by the President of the Republic and finally enacted as a law. The entire
process may take a couple of years, unless the Government decides that it is
imperative to enact a new law and takes action to expedite discussions about
the pre-bill, have it converted into a bill of law, and taken to the Congress for
analysis.

If some inventions are directly based on biological materials which have been
available to the public, are they considered to be subject to above-mentioned

provisions?

As you are aware, Article 31 of the PM is the sole legal provision that can be
regarded as generally effective regarding the obligation to disclose the source
of genetic resources in patent applications. Article 31 is very broad in scope
and vague, and clearly requires regulation. Since no regulation to this provision
has been presented so far, we are not in a position to confirm whether
inventions directly based on biological materials already available to the public
would be subject to disclose obligations.

As a way of interpretation of this issue based on the discussions involving
Article 31 and Article 80 of the CGEN’s pre-bill of law, we would risk that
biological materials already available to the public should have their origins
disclosed in the patent applications. Our opinion is based on the fact that
although such materials may be available to the public, they may be found in
different locations, so it would be important to clearly inform their origins.

2. In case the inventions are not considered to be subject to above provisions,

there will be the examiner who is unable to identify the material whether they
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have been available to the public or not. How do the examiners treat them in a
lawful manner?

Currently, there are no specific regulations addressing the disclosure of the
origin of genetic resources, whether they have been made available to the
public or not. Thus, we cannot confirm how the examiner would react if he/she
were unable to identify the status of such material. We believe that the proper
course of action in that case would be for the examiner to issue an office action
calling the applicant to provide information as to the origin and status (that is,
available/not available) of the biological material.

B.  Are the inventions directly based on “byproducts” from genetic resources also
applied to above provisions?

Please refer to our answer to Question A.1 above regarding lack of regulations
regarding the disclosure of origin of biological materials, whether already
available to the public or not. We believe that “byproducts” from genetic
resources would also fall within the disclosure scope for the same reasons set
forth in our answer to Question A.1 above.

Is there the definition of “byproduct™?

The PM, which is currently the legal document addressing the access to genetic
resources and traditional knowledge, does not include a definition of
“byproduct”.

C. We heard that the coffee is oriented in Ethiopia.
In case the inventor in Brazil applies for a patent based on coffee which was
cultivated in Brazil, should he/she disclose its origin as “Ethiopia” and share
the benefit derived from that invention to Ethiopia?

Accounts inform that coffee originated from Africa, and was introduced in
other countries by the Arabians. Coffee has been cultivated in Brazil at least
since the 18™ century, so that we can undoubtedly refer to “Brazilian coffee”.
We thus believe that a patent application for an invention based on coffee
cultivated in Brazil should disclose its origin as being the region in Brazil
where that particular type is cultivated, rather than Ethiopia (which, at this
point in the history of Brazilian coffee should be referred to as its historic
source).

D. 1.Does the patent examiner examines the source of genetic resource disclosed on
application whether it is correct or not during the patent prosecution?

We are not in a position to answer this question, as neither the PM nor the
Brazilian Patent Office’s regulations provide examination guidelines for patent
applications for inventions based on genetic resources. It is our opinion,
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however, that the patent examiner would not be able to confirm whether the
source had been correctly informed or not.

Or is the mere disclosure of the source regarded as sufficient disclosure?

Based on other type of information that patent applicants are required to
disclose in their patent applications, we would say that, under the Brazilian
Patent Office’s perspective, mere disclosure of the source would be sufficient.
Usually, whenever the Patent Office is not in a position to verify information
provided by applicants, it requires the applicant to submit a signed
declaration attesting to the accurateness of the information provided. Under
such declaration, the applicant is held responsible for the truthfulness of the
information.

2. If it is found that the information disclosed by a patent applicant is false,

5.

what treatment will be given to his/her application?

We are not in a position to answer this question, as neither the PM nor the
Brazilian Patent Office’s regulations provide examination guidelines for
patent applications for inventions based on genetic resources. Accordingly,
there are not provisions addressing penalties for false disclosure information.

If it is found that the non-disclosure in a patent application, what treatment
will be given to his/her application?

While the PM and the Brazilian Patent Office’s regulations do not provide
any examination guidelines for patent applications for inventions based on
genetic resources, we could assume, under Article 80 of the CGEN'’s pre-bill
of law (please refer to Question I above), that penalty for non-disclosure
would be the rejection of the patent application or nullification of the patent.
Before issuing a final decision, however, maybe the Patent Office would
issue an official action calling for submission of the required information.

If the applicant discloses or corrects the source of genetic resource in a
specified period from the date of application, will the application be further
processed?

While the PM and the Brazilian Patent Office’s regulations do not provide
any examination guidelines for patent applications for inventions based on
genetic resources, we believe that if the applicant responds to an office act
by submitting or correcting the information as the source of the genetic
material, the application should be further processed.

How many days are required for specified period?
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The general term provided in the Brazilian Industrial Law (Law 9,279/96)
for responding to office actions is sixty (60) days from publication of the
respective notice in the Patent Office’s Official Bulletin. We believe that this
term should be used for office actions regarding disclosure of source of
genetic materials.

6. Are there any cases which have been given some treatment, for example
refusal or suspension, when non-disclosure or false disclosure was found?

Since the PM and the Brazilian Patent Office’s regulations do not provide
any examination guidelines for patent applications for inventions based on
genetic resources, there have been no such cases so far.

II.  Questions regarding the competent authority for access to genetic resource.

A. What is the official appellation of CGEN?

CGEN (o Conselho de Gestdo do Patriménio Genético) has several
appellations. The article 1 of Decree No. 3,945 states it as “The Genetic
Heritage Management Council”, and the article 10 of Provisional Measure No.
2,186-16 states that “The Council for the Management of Genetic Resources”.
Furthermore, there is an appellation called “The Council on the Administration
of Genetic Patrimony”. Which one is the appropriate one?

Please note that these three appellations are English translations provided for
the CGEN’s name. The official appellation of the CGEN is in Portuguese, and
it is “Conselho de Gestdo do Patrimonio Genético”. This appellation can be
translated into English as “The Genetic Heritage Management Council”
(Decree No. 3,945), or “The Council for the Management of Genetic
Resources” (PM), or “The Council on the Administration of Genetic
Patrimony” (notice dated January 27, 2005 that you mentioned in your June
Questionnaire). From an English translation standpoint, all these forms are
correct.

B. The Article 12 of Provisional Measure No. 2,186-16 states that;

“Article 12. The activity of collecting components of the genetic heritage and
access to associated traditional knowledge that contributes to the advancement
of bioprospection shall, when it involves the participation of a foreign legal
entity, require authorization by the body responsible for national policy on
scientific and technological research, subject to the terms of this Provisional
Measure and the laws in force.

Sole Paragraph. The aforesaid authorization shall conform to the technical
standards laid down by the Management Council, which shall oversee such
activities.”
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1. What is “the body responsible for national policy on scientific and
technological research specifically”?

It is the Conselho Nacional de Desenvolvimento Cientifico e Tecnoldgico
(“National Council for Scientific and Technological Development”) — CNPq, a
council to the Ministry of Science and Technology.

2. Which organization shall be required to receive authorization from the
above-mentioned body? The foreign legal entity described in article 12 of
provisional measure, or “the national public institution”, which is to be in
conjunction with the foreign legal entity, described in article 16 section 67

According to the headings of Article 16 of the PM, the authorization shall be
granted only to the national public institution. The foreign legal entity
described in Article 12 of the PM must be associated with the national public
institution in order to be allowed to participate in the access process.

3. Is it available for us to obtain “the technical standards laid down by the
Management Council”?

The CGEN’s website includes four (4) “Orientacdes Técnicas” (Technical
Orientations”) relating to definitions of certain expressions used in the PM or
in Decree No. 3,945. These Technical Orientations are available in
Portuguese only through the URL
http://www.mma.gov.br/port/cgen/index.cfm => Orientagdes Técnicas.

We are not, however, sure that these would be the “technical standards”
mentioned in the PM, as the website is not clear about these concepts.

The number of applications of the CGEN process annually

From your answer sheet of questionnaire;

“Answer: Information by year is not available from the CGEN’s website.
We have verified, however, that the CGEN is currently processing an
average of 48 applications, including applications for access authorization,
pre-application consultations, and applications for registration of depositary
entities. We have also verified that so far 23 authorizations have been
granted, and 48 depositary entities have been registered by the CGEN.”

In 48 applications, is it possible to verify the number of applications for
access authorization and the number of authorization granted?

From the http://www.mma.gov.br/port/cgen/index.cfim => Boletim Interno
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(Coordenacdo das Camaras Tematicas/Coordenagdo Técnica) [in Portuguese
only] we were able to verify some statistics of the CGEN. Basic data are the
following up to August 30, 2005:

e Applications for access authorization: a total of 25 applications are under
examination. From these, 11 applications were filed in 2005.

o Access authorizations granted: a total of 27 authorizations have been
granted so far.

One more question from your answer sheet regarding the ratio of refusal
application:

Ratio of refused applications: From a brief review of the list available from
the CGEN’s website we ascertained that 9 applications have been refused
due to the applicants’ failure to submit sufficient supporting documents or
information; and 15 applications have been cancelled at the applicants’
request.

2. Are the above-mentioned numbers counted in annual base or accumulated
basis?

Although the CGEN’s website does not specify the basis (whether annual or
accumulated) for the data provided, we are assuming they are counted on an
accumulated basis, as there are no reference to specific years.

Please note that according to the official information posted on the website,
we now have the following data:

e Applications cancelled at the applicants’ request: 13

e Applications refused: 3

e Applications refused due to applicants’ failure to submit timely
information or documents or non-compliance with the PM: 9

3. How many cases are authorized for access to genetic resources?

According to the data posted on the website, 22 granted authorizations are
related to access to genetic resources.

IV. A. Please give your opinion on consistency between the patent protection

system and the system for disclosure of origin of genetic resources from a
legal viewpoint.
There is an opinion to consider that the concept of disclosure requirement of
origin of genetic resources does not harmonize with the principle of patent
system stating that “an applicant for a patent 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 ( Article 29 in TRIPS)”.)
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We believe it to be a fair requirement to provide information on the origin of
genetic resources in a patent application, since the subject invention has been
developed from such resources. However, we do not agree with the condition
generally established in Article 31 of the PM, that is, the grant of patent rights
must be conditioned to having information on genetic resources added to the
application. To condition the granting of a patent to compliance with this
requirement as is overlooks the traditional patentability requirements of novelty,
inventive activity and industrial applicability, transferring to the mere presence
of genetic resource particulars data the final word for patenting the invention,
and thus challenging the effectiveness of the patent system.

With respect to the provision in Article 29 of TRIPS, we agree that providing
information as to the source of the genetic resources should not be considered
as encompassed within the concept of “sufficient description”. Actually, the
TRIPS provision requires that the invention be sufficiently described so as to
enable a person skilled in the art to carry out said invention. The origin of a
genetic resource is not a technical information, but rather a subsidiary
information. Therefore, the need to provide genetic resource information is not
compatible with the requirements in the patent system, although disclosure of
such information in other documents is important for other reasons that are not
strictly related to patentability (i.e., to share benefits with the communities).

Broadly speaking, however, it is possible to understand the lawmaker’s
intention when adding the disclosure requirement to the PM: since patents
grant their holders a temporary monopoly to exploit their inventions, if such
inventions are based on genetic resources and/or associated traditional
knowledge, it would be fair to expect that the communities that shared the
biological material and/or the associated traditional knowledge received due
recognition and benefits.

B. In order to resolve the issue of biopiracy or other related issues, do you think
that it is necessary not only to require patent applicants to obtain authorization
for access to genetic resources, but also to obligate them to disclose origin of
genetic resources in their patent application?

We agree that obtaining authorization to access genetic resources is necessary
as a way to control and decrease biopiracy levels. The granting of such
authorizations, however, should not be conditioned on very strict conditions, as
these can have an inverse effect, that is, that of stimulating biopirates who are
not willing to comply with the legal requirements.

We do not think that compelling patent applicants to disclose the origin of
resources in their applications will resolve the issue of biopiracy. Actually,
biopiracy exists regardless of patent applications, and there may be a number
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of biopirates who do not file patent applications. On the other hand, we think it
is desirable and fair to give the proper credits to the communities involved with
the access to the genetic resources, but without conditioning the granting of
patent rights to this disclosure.

V. If possible, we would like to obtain a copy of patent specification disclosing the
source of genetic resource as a reference.

So far we have not filed any patent application disclosing the source of genetic
materials.
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<Schedule B for Brazil >

Questionnaire
on
Disclosure of Origin of Genetic Resources

AIPPI JAPAN
http://www.aippi.or.jip/

http://www.aippi.org/

AIPPI JAPAN is the Japanese branch of the Zurich, Switzerland-based
organization, International Association for the Protection of Intellectual Property
(AIPPI).

We are now researching the current situation of various countries regarding
“the system for disclosure of origin of genetic resources at the time of filing patent
applications,” which is one of the most important issues in international discussions in
this field. As part of this research, we plan to collect opinions from private corporations

and use them as reference for the purpose of discussion with regards to what system is
most suitable for Japan. We would like to ask you to answer the following questions.

We would appreciate it if you could send us the answers to Shigeru
Kaneko, AIPPI JAPAN by e-mail (kaneko@aippi.or.jp) or via facsimile
(+81-3-3591-1510) on or before June 30, 2005.

Question 1: Name and Business Category of Your Company (This question is NOT

mandatory)
Name of your company:
Business category: Cosmetics.

Question 2: Your Opinion About a System That Requires Disclosure of Origin of

Genetic Resources at the Time of Filing Patent Applications

[ ] We are in favor of the system.
(Reason: )

[ X ] We oppose the System.

(Reason: We understand that the disclosure of origin of genetic resources
may be beneficial for a number of reasons, but not as a condition for obtaining patents.
Having that as a condition or as a pre-requisite creates an enormous burden for the
companies, which may ultimately serve as a disincentive for patent activities.)



Question 3: Do You Feel the Burden on Your Company Has Increased Due to the
Introduction of the System?
[ ] We do not feel that the burden has increased.
[X ] We have had to begin controlling origins of various genetic resources
separately for every relevant invention. It has become burdensome to us.
[ ] We have not been able to identify origins of some genetic resources we had
previously obtained.
[ ] Other (Please Specify: )

Question 4: Changes That Have Occurred to Your Company’s Operation/Practice
What changes have occurred to your company’s operation or practice? (For

example, “we now (or will) make it an absolute rule to confirm origins of all genetic
resources we obtain.”)
Answer: Due to this system, our company (i) has been reevaluating all the

ongoing and past researches so as to verify the possibility of identifying the origin of the

resources; (i1) has invested financial and human resources to create a multidisciplinary
task force to deal specifically with this issue: and (iii) has been developing and
implementing an internal policy for research and access to genetic resources and benefit

sharing.

Question 5: Do You Think a System That Requires Disclosure of Origin of Genetic
Resources at the Time of Filing Patent Applications Contributes (or Will Contribute) to

the Promotion of Appropriate Benefit Sharing?
[ X ]Yes
[ 1No
[ ] We are unable to determine at this stage.

Thank you very much for your cooperation.
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<Schedule C for Brazil >

Questionnaire
on
Disclosure of Origin of Genetic Resources

AIPPI JAPAN
http://www.aippi.or.jip/

http://www.aippi.org/

AIPPI JAPAN is the Japanese branch of the Zurich, Switzerland-based
organization, International Association for the Protection of Intellectual Property
(AIPPI).

We are now researching the current situation of various countries regarding
“the system for disclosure of origin of genetic resources at the time of filing patent
applications,” which is one of the most important issues in international discussions in
this field. As part of this research, we plan to collect opinions from genetic resource
providers and NGOs and use them as reference for the purpose of discussion with
regards to what system is most suitable for Japan. We would like to ask you to answer

the following questions.

We would appreciate it if you could send us the answers to Shigeru
Kaneko, AIPPI JAPAN by e-mail (kaneko@aippi.or.jp) or via facsimile
(+81-3-3591-1510) on or before June 30, 2005.

Question 1: About Your Entity

(i) Name of your entity: Amigos da Terra — Amazonia Brasileira

(This question is NOT mandatory)

(i1) Is your entity a genetic resource provider?
[ ]Yes
— What genetic resources does your entity mainly control?
Answer:
[ X] No

Question 2: What Level of Disclosure Do You Think Should be Required at the Time
of Filing a Patent Application?




[ ]Itis sufficient if the country name is disclosed.

[ X] Disclosing only the country name is not enough. More specific disclosure
(e.g. name of the provider) is required.

[ ] Inaddition to origin, the access agreement should also be disclosed.

[ ] Other (Please Specify: )

Question 3: About the Information on Origin of Genetic Resources Disclosed in Other

Party’s Patents
[ ] We monitor information on origin of genetic resources every time a new

patent is issued.
[ ] Sometimes, we monitor such information.
[ ] We only occasionally monitor such information.
[X ] Other (Please Specify: WE DO NOT WORK WITH PATENTS
DIRECTLY. WE WORK WITH FIELD PROECTS AND PUBLIC POLICIES.

Question 4: Do You Think a System That Requires Disclosure of the Origins of

Genetic Resources at the Time of Filing Patent Applications Contributes (or Will

Contribute) to the Promotion of Appropriate Benefit Sharing?
[ X] Yes
[ INo
[ ] We are unable to determine at this stage.

Question 5: Has Your Entity Prepared Leaflets, Manuals or Guidelines (Including
Q&A Type Leaflets) in Order to Explain the System?
[ ] Yes —Ifso, could you please provide us with a copy for our reference?
[X ] No

Thank you very much for your cooperation.
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Questionnaire for Peru

July 12,2005
AIPPI - JAPAN

Preparatory Question: Does Peru Have a System That Requires Patent Applicants to

Disclose the Origin of Genetic Resources (or to Submit a Copy of the License

Contract) at the Time of Filing an Application?

[ ]Yes

[ ] Such a system is now under development.

[ ] Such a system is implemented under Decision 486 of the Andean

Community

[X ] No, however, in accordance with Article 26 of Decision 486 an
application for patent shall contain amongst other documents, a copy of the contract for
access, if the products or processes for which a patent application is being filed were
obtained or developed from genetic resources or byproducts originating in one of the
Member Countries.

Furthermore in accordance with Article 29 of the mentioned legislation “Where the
invention refers to a product or a process involving biological material and the
invention cannot be understood and carried out, as described, by a person skilled in the
art, it must be accompanied by a deposit of the said material. The material shall be
deposited by the filing date in the Member country or, where priority is claimed, the
date of application. Deposits with an international authority recognized under the 1977
Budapest Treaty on the International Recognition of the Deposit of Microorganisms for
the Purposes of Patent Procedure or any other institution acknowledged by the
competent national office as appropriate for this purpose shall be valid. In such cases,
the name and address of the depositary institution, the date of deposit, and the number
assigned by that institution to the deposit shall be included

- If your answer to the above question is “yes,” please go to Question 1.

- If your answer to the above question is “under development,” please go to Question
1 and answer the following questions to the best of your knowledge.

-If your answer to the above question is “under Decision 486 of the Andean
Community,” please go to Question 2.



- If your answer to the above question is “no,” please go to Question 6.

(We understand that “Complementary Provisions” of the “Law introducing a protection
regime for the collective knowledge of indigenous peoples derived from biological
resources (2002, in force)” provides that “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.” However, this provision does not seem to obligate the disclosure of the
origin of genetic resources.)

Question 1: Governing Law for Requiring Patent Applicants to Disclose Origin of
Genetic Resources (or to Submit a Copy of the License Contract)

(i) Name of the law (or bill) and the relevant provision
The name of (draft) statute or regulation:

(Draft of') The relevant provision(s):

(i1) Is the above-mentioned law (or bill) available via the Internet? If so, please indicate
the URL through which we can access the Law.

URL:
If not available, how can we obtain the law?

Answer:

Question 2:The Inventions for which Disclosure of Origin of Genetic Resources (or a
Copy of the License Contract) are Required

Even when an applicant obtains the genetic resource before the CBD becomes
effective, he/she is still required to disclose its origin (or to submit a copy of the
license contract)?

[ ]Yes

[ 1No

Question 3: Information on Origin of Genetic Resources that Should be Disclosed at
the Time of Filing a Patent Application

(1) Is the mere disclosure of country name(s) regarded as sufficient disclosure?

Please see our answer to question 2
[ ]Yes
[ ]1No



— What is required to be disclosed in addition to country name(s)?
Answer: See our answer to question 2

(i1) Is it a requirement to disclose the country name of origin, in addition to the country
providing the genetic resource? . See our answer to question 2

[ ]Yes

[ 1No

(ii1) Is it permissible to use the description “unknown,” if the applicant cannot identify
such information?
[ ]Yes
[ X ]No
— What is required of the applicant in such a case?
Answer:_To submit the certificate of deposit of the biological

material

(iv) Is there any statute or regulation that governs the above-mentioned aspect? If any,
please indicate the name of the statute or regulation and the relevant provision(s).

The name of statute or regulation: Common Regime on Access to the Genetic
Resources

The relevant provision(s):___ Decision 391

Question 4: Other Information Required to be Disclosed (Documents Required to be

Attached, etc.)

Is any other information required to be disclosed in addition to the information
referred to in the answers to Q3?
[ ]Yes
— What information is required to be attached?
Answer:

— Under what legal provision(s) is such information required?
Answer:
[ X ]No

Question 5: Dispositions or Penalties Against a Patent Applicant who Fails to Comply

with the Disclosure Requirements

(i) If a patent applicant fails to provide the required information at the time of filing
(and he/she does not provide the required information even after an opportunity to
remedy the insufficiency), what treatment will be eventually given to his/her



application?

] The application will not be further processed.
X ] The application will be rejected by the Patent Office.
] The application will be deemed as being withdrawn.

— o

] Other (Please specify:

)

[ ] In our country, the Patent Office does not examine whether or not an

applicant has provided the required information.

(i) If it is found, during patent prosecution, that the information disclosed by a patent
applicant is false (and he/she does not provide the correct information even after an
opportunity to remedy the deficiency), what treatment will be given to his/her
application?

[ ] The application will not be further processed.

[ X ] The application will be refused by the Patent Office.

[ ] The application will be deemed as being withdrawn.

[ ] Other (Please specify:

)

[ ] In our country, the Patent Office does not examine whether or not the

information provided by an applicant is true or not.

(ii1) If it is found, after the grant of a patent, that the information disclosed by a patent
applicant is false, what treatment will be given to the resultant patent?

] The patent will be invalidated.
X ] The patent right will be transferred to the correct party.

] Restriction(s) will be made to the claim(s) of the patent.

— /oo

] Other (Please specify:
)

(iv) We heard that, in your country, a criminal penalty and/or civil penalty will be

imposed on the applicant when no relevant information is disclosed or when false
information is disclosed. What penalties will be imposed in such a case?
(a) Civil penalties

-Applicable legal provisions: _Civil Code

-Penalties to be imposed:_Compensation for damages
(b) Criminal penalties
-Applicable legal provisions:__Penal Code

-Penalties to be imposed:_sanction would be imprisonmnt
(c) Other penalties
-Applicable legal provisions: non applicable




-Penalties to be imposed:

(v) Are these legal provisions available via the Internet? If so, please indicate the URL
through which we can access the provisions.

URL:__www.pj.gob.pe
If not available, how can we obtain these legal provisions?

Answer:

(vi) If there are any penalties, are they applicable in the same way to a case where
insufficiency or falsity is found before the grant of the patent and a case where
insufficiency or falsity is found after the grant of the patent?

[ X ] Yes. In accordance with Article 237 of Decision 486 “Where patents
have been applied for or obtained by persons with no right to those patents, or in
detriment of other parties also possessing that right, the parties affected may claim
those those rights from the competent national authority and request the transfer to
them of the applications being processed or the rights granted, or their recognition as
coapplicants or coowners of those rights

[ 1No

(vii) Suspension of Penalties
Is there any system that forgives an applicant who fails to satisfy the
disclosure requirement from being penalized, if he/she corrects it by making disclosure
in a specified period?
[ ]Yes
—Please explain the system in detail.
Answer:

— Under what legal provision(s) is such a system implemented?
Answer:
[ X ] No. Simply, if the applicant corrects the fail by making disclosure in a

specific period, the patent application will follow its normal prosecution.

Question 6: Access and Benefit Sharing Competent National Authority

Please provide us some information on the INRENA (Instituto Nacional de
Recursos Naturales), which is your country’s national authority that authorizes access
to genetic resources, by answering the following questions.

(i) Position of the INRENA
[ X ] Governmental agency decentralized from the Ministry of Agriculture,
created by Decree Law 25902 of November 27, 1992 entrusted with carrying out the



necessary actions for the tolerable exploitation of renewable natural resources,
guarding the conservation of the supportable measures of the rural environment and
wild biodiversity.

[ ] Independent organization

[ ] Other ( )

(i) Please indicate the constitution of the INRENA (internal organizations, No. of staff
and their functions) as far as you know.

Name of Internal No. of Staff Function
Organization

(Managership) ( 2 ) ( Chief and Secretary )
(Adviser Office ) ( 6 ) (Advisors )
(General Managership ) ( 5 ) ( Manager, secretary, advisors )
( Communication Office ( 4 ) ( Manager and Publicists )
(Internal Auditorship ( 2 ) ( Manager and secretary )
Other 11 Int. organizations 103 Managers, secretaries, administrators,
etc

(i1) Documents to be submitted for authorization and authorization fee

As stated above INRENA is not the authority that authorizes access to genetic
resources.
Documents to be submitted:

Authorization fee:

(iv) How many days are required from application to authorization?
Answer:

(v) How many applications does the INRENA process annually?
Answer: per year.

(vi) Reasons for refusal to give authorization, and ratio of refused applications
Main reasons for refusal:

Ratio of refused applications:

(vii) Legal provisions that govern the INRENA
The name of statute or regulation: Law Decree 25902

The relevant provisions:

Question 7: The Impact on Your Firm’s Operation of the System for Disclosure of




Origin of Genetic Resources and Your Firm’s Opinion (Please answer only if Peru has
already introduced a system that requires patent applicants to disclose the origin of

genetic resources)

(i) Please inform us of the following information on patent applications that your firm

has been involved with.

- The annual number of patent applications that disclose the origin of genetic
resources: _approximately 40 patent applications

- The ratio of such applications to the total number of applications: 10%

(i1) Has any change occurred to your firm’s operations due to the introduction of the
system for disclosure of origin of genetic resources?

[ ]Increased number of staff (Reason: )
[ ] Increased working hours (Reason: )
[ ] Increased number of days required for preparation of filing a patent
application
(Reason: )
] Increased profits (Reason: )

] Decreased profits (Reason:
] Other changes (Please specify:
X ] No significant changes

[
[
[
[

(iii1) Please give your opinion on consistency between the patent protection system and
the system for disclosure of origin of genetic resources from a legal viewpoint.
Since our legislation only provides for the submission of the certificate of

deposit of the biological material, we consider such submission as sufficient.

(iv) In order to resolve the issue of biopiracy or other related issues, do you think that it
is necessary not only to require patent applicants to obtain authorization for access to
genetic resources, but also to obligate them to disclose origin of genetic resources in
their patent application?

It seems to us that it would suffice that the patent applicants obtain

authorization for access to genetic resources

* Questionnaire for Your Corporate Clients
Irrespective of whether Peru has already introduced the disclosure system,




could you please ask one or two of your corporate clients to answer our questionnaire
attached as Schedule B.

* Questionnaire for Genetic Resource Providers and NGOs
If possible, please ask genetic resource provider(s) and/or NGO(s) that have

an interest in disclosure of origin of genetic resource to answer our questionnaire
attached as Schedule C.

Thank you very much for your cooperation.
We would appreciate it if you could send us the answers to Shigeru

Kaneko, AIPPI - JAPAN by e-mail (kaneko@aippi.or.jp) or via facsimile
(+81-3-3591-1510) on or before August 15, 2005.
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Questionnaire to Costa Rica

I-In Costa Rica, Article 80 of Costa Rican Biodiversity Law No.7788 provides:

“Both the National Seed Office and the Registers of Intellectual and Industrial

Property are obliged to consult with the Technical Office of the Commission before
granting protection of intellectual or industrial property to innovations involving
components of biodiversity.

They must always provide the certificate of origin issued by the Technical Office of
the Commission and the prior informed consent.

Justified opposition from the Technical Office will prohibit registration of a patent

or protection of the innovation.”

A. Is “The Registers of Intellectual and Industrial Property” so-called Patent

Office?

It is important to mention, that the Costarican Biodiversity Law mentions both -the
Registry of Intellectual Property, and the Registry of Industrial Property, as if they
were two entities. In practice it is called the National Registry of Industrial Property.
Inside, and one of its offices is the Patent Office. For the effects of this law, the

Patent Office would be the responsible to consult the Technical Office.



B.-How does “The Registers of Intellectual and Industrial Property” identify whether

the innovation is considered as one involves components of biodiversity from

Costa Rica or not?

The National Registry of Industrial Property can not identify whether the
innovation is considered as one involving components of biodiversity from Costa
Rica, because it’s examinators are lawyers. Therefore, the identification of
biodiversity components is done by technical and professional experts of different
fields that carry out their expert opinions.

The expert opinions are paid by the patent petitioner.

C. Does “components of biodiversity” include “derivative of components of

biodiversity”’? In that case, What is the definition of “derivative”?

There’s no international agreement which defines the concept of derivative
components of biodiversity.

In our biodiversity national legislation we cannot find this concept either.

A possible definition could be “ a product that is generated by the use of genes or
by the use of biochemical components of some biodiversity elements such as

plants, animals or microorganisms.

D. Would such a system be burdensome for “The Registers of Intellectual and




Industrial Property”?

E. If the Technical Office of the Commission have not issued the certificate of origin

and the prior informed consent, what treatment will be eventually given to

his/her patent application?

[ ] The application will not be further processed.
[X ] The application will be rejected by the Patent Office.
[ ] The application will be deemed as being withdrawn.

[ ] Other (Please specify: )

II. In Brazil,

Patent applicants are obliged to specify the origin of the genetic material under
the Provisional Measure, and the delegations of Brazil, Costa Rica and other
countries are insisting that disclosure of origin of genetic resources should be
established as an international regime within patent system.

What do you think is the best system for avoiding biopiracy?

-PROVISIONAL MEASURE No. 2.186-16 OF AUGUST 23, 2001 in Brazil
Article 31.
The grant of industrial property rights by the competent bodies for a process or

product obtained using samples of components of the genetic heritage is contingent



on the observance of this Provisional Measure, the applicant being obliged to
specify the origin of the genetic material and the associated traditional

knowledge, as the case may be.

II-Article 17 of Costa Rican Biodiversity Law No.7788

A. You instructed me the information of the Technical Office’s Organization below.
Article 17 of Costa Rican Biodiversity Law provides “The functions of the
Technical Office will be : To negotiate, approve, reject and control applications for
access to biodiversity resources.”

How many applications does Technical Office “approve” and “reject” annually?

During 2005 they received 23 applications. It is important to emphasize that none

of them have been sent by the Patent Office.

Name of Internal No. of Staff Function

Organization

( Executive Director ) (1) ( Direction and execution of all plan of
actions)

( Legal Advisor ) (1) ( Counseling of all legal aspects )

( Business Administrator) (1 ) (Management of all internal affairs )

( Secretary ) (1) ( Coordination of appointments )

B. Decree N° 31514-MINAE, provides “the Technical Office will have a maximal term
of 30 natural days to resolve the application”.

Actually how many days does the Technical Office take to resolve the application?




In most cases it takes no more than a week, never more than 30 natural days.

What does “natural days” mean?

The term includes labor days, as well as weekends and holidays.

Decree N° 31514-MINAE -

The President of the Republic And the Minister of the Environment and
Energy

Article 10. Terms for approval of applications

Once the interested party submits the requirements pointed out in article 9,
according to the type of permit applied for, the Technical Office will concede the
interested party a maximum of 10 workdays to submit the omitted requirements or
documents to process the application.

Once the interested party submits the omitted requirements and documents, or in
case that an omission has not been indicated, the Technical Office will have a
maximal term of 30 natural days to resolve the application.

If the omitted documents are not submitted by the stipulated deadline, the

Technical Office will cancel the application.

IV. What organization participates in meetings of WIPO ., TRIPS. and so on ?

Does that delegation share the same view with Costa Rican Patent Office?




Costa Rica has a one and only —official- point of view.
Generally our diplomatic corps, supported by technicians of our office, in the case
of WIPO; and of the Ministry of Commerce, in the case of the TRIPS council.

V. If Costa Rica introduced a system that requires patent applicants to disclose origin
of genetic resources,

A. Please give your opinion on consistency between the patent protection system

and the system for disclosure of origin of genetic resources from a legal

viewpoint.

-There is an opinion to consider that the concept of disclosure requirement of origin
of genetic resources does not harmonize with the principle of patent system stating
that “an applicant for a patent 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 ( Article 29 in TRIPS)”.

A.) Some countries around the world consider that it's absolutely necessary to
reform the TRIPS, for the purpose of including some articles to regulate the patent
system in order to require patent applicants to disclose origin of genetic resources
(source and country of origin) in their patent applications. These countries have the
opinion of reform is indispensable because the TRIPS doesn't regulate at all, the
ways to protect the national genetic resources, and neither guarantee a just
distribution of their derivate benefits, in the cases of patent applications connected
with these kind of biodiversity elements.

We think that although some absences of TRIPS concerning protection of genetic
resources related with patent applications; the disclosure system and the patent
articles of TRIPS are not totally incompatibles, because on the text (article 29) is
stated that the Members will be able to require the necessary information about
the patent application, and the requirement to disclose origin of genetic resources,



could be considerated as a kind of this “necessary information”.

Moreover, the countries that are simultaneously members of TRIPS and The
Convention on Biological Diversity, have more reasons to affirm that is legal to
apply the “Disclosure System” because there’s no impediment in article 16 of The
Convention on Biological Diversity, for the Convention purposes, that are related
with biodiversity protection.

To summarize , we have a high opinion about the system for disclosure of origin of
genetic resources and this opinion is shared with the Technical Comission Office,
and under a legal point of view, this system isn't totally incompatible with TRIPS.
It seems that the best solution is including that system on TRIPS, to avoid differents
interpretations about the topic and harmonize the requirements for patent

applications between Members of TRIPS.

Besides that, there isn't contradiction between Costa Rican legislation and the
“Disclosure System”, because The Costa Rican Invention Patents, Industrial
Designs and Utility Models Law, N° 6867 does not make any reference about
genetic resources and the ways of protect them; but the Biodiversity Law, N° 7788
and the N° 31514-MINAE Decree states enough rules that must be applied by the
National Registry of Industrial Property, and all these rules harmonize with
Disclosure System.

B. In order to resolve the issue of biopiracy or other related issues, do you think that it is
necessary not only to require patent applicants to obtain authorization for access to

genetic resources, but_also to obligate them to disclose origin of genetic

resources in their patent application?

B.) The application of “Disclosure System” (in addition to the obligation of
obtaining authorization for access to genetic resources) is an excelent way to
contribute with the prevention of crimes connected with biopiracy, because it
allows the national authority to have access to the source of the genetic materials



related with inventions that claim to be protected by a patent concesion.

The Costa Rican Biodiversity Law, N° 7788 (articles 79 and 80), and the 25 article
of N° 31514-MINAE Decree states that the National Registry of Industrial Property
must work in coordination with the Technical Office of The Comission for
Biodiversity Management, that is part of the Ministry of the Environment and
Energy, in order to verify that the patent applicants have been authorized to access
genetic resources, and for this reason, the Patent Office can also require patent
applicants the “Origin Certificate”, document that specifies the content of the
permission to access genetic resources emited by Technical Office.

In addition, the application of Disclosure System is a complementary measure to
avoid the biopiracy that is supported for article 9.)3.) j.) of N° 31514 MINAE
Decree. It establishes that one of the requirements to obtain permission to access
genetic resources is just that the interested person compromises to disclosure the
origin of that resources in any publication, procedure or another later use.
Consequently, the patent applicant must disclose origin of genetic resources
because the patent concesion by the National Registry of Industrial Property could
be considerated one of the “procedures” that the Decree refers to. As a result, we
consider that there is enough legal reasons to apply the “Disclosure System”as an

appropiate way to minimize biopiracy in Costa Rica.

Finally, in the case of the Patent Cooperation Treaty (PCT), because PCT allows
Members to require that applicant supply evidence in respect of any substantive
condition of patentability prescribed by such law (Article 27.6) and in Rule 51 bis
1.) a.) ii.) it states that one of the certain national requirements allowed is any
document relating to the applicant’s entitlement to request the patent register.
Therefore, these norms allow us to require from the patent applicants, not only the
autorization for access to genetic resources, but also disclose origin of genetic
resources, as a way to analize if the National Registry of Industrial Property can
give patent concesions - in each particular case- when the inventions are connected

with biodiversity elements (including genetic resources).



VI-Would you provide us a copy of patent specification which is applied to Article 80 of

Costa Rican Biodiversity Law No.7788 for our study?

There are two patent applications under technical consideration in this moment that
contain biodiversity components:

1) A strain of Bacillus Pumillus for controlling plant diseases. International
Publication Number WO 00/58442, International Application Number
PCT/US00/07454.

2) Improved insecticidal , bacteria, and methods for making and using them.
International Publication Number WO 02/13306 A 2, International

Application Number PCT/US01/25543.



(2)Castro & Pal Asociados IR

Questionnaire for Costa Rica

June 8, 2005
AIPPI - JAPAN

Preparatory Question: Does Costa Rica Have a System That Requires Patent
Applicants to Disclose the Origin of Genetic Resources at the Time of Filing an
Application? (We understand that Article 80 of the Costa Rican Biodiversity Law
No.7788, which is a provision related to patents involving genetic resources, does not

obligate patent applicants to disclose the origin of genetic resources.)

[ ]Yes
[ ] Such a system is now under development.
[X ] No

- If your answer to the above question is “yes,” please go to Question 1.

- If your answer to the above question is “under development,” please go to Question
1 and answer the following questions to the best of your knowledge.

- If your answer to the above question is “no,” please go to Question 6.

(for your reference)

Article 80 of Costa Rican Biodiversity Law No.7788

“Both the National Seed Office and the Registers of Intellectual and Industrial
Property are obliged to consult with the Technical Office of the Commission
before granting protection of intellectual or industrial property to innovations
involving components of biodiversity. They must always provide the certificate of
origin issued by the Technical Office of the Commission and the prior informed
consent. Justified opposition from the Technical Office will prohibit registration of
a patent or protection of the innovation.”

Question 1: Governing Law for Requiring Patent Applicants to Disclose Origin of

Genetic Resources

(i) Name of the law (or bill) and the relevant provision
The name of (draft) statute or regulation:




(Draft of') The relevant provision(s):

(i1) Is the above-mentioned law (or bill) available via the Internet? If so, please indicate
the URL through which we can access the Law.

URL:
If not available, how can we obtain the law?

Answer:

Question 2:The Inventions for which Disclosure of Origin of Genetic Resources are
Required

Even when an applicant obtains the genetic resource before the CBD becomes
effective, he/she is still required to disclose its origin?

[ ]Yes

[ INo

Question 3: Information on Origin of Genetic Resources that Should be Disclosed at

the Time of Filing a Patent Application

(1) Is the mere disclosure of country name(s) regarded as sufficient disclosure?
[ ]Yes
[ INo
— What is required to be disclosed in addition to country name(s)?
Answer:

(i1) Is it a requirement to disclose the country name of origin, in addition to the country
providing the genetic resources?

[ ]Yes

[ ]1No

(ii1) Is it permissible to use the description “unknown,” if the applicant cannot identify
such information?
[ ]Yes
[ 1No
— What is required of the applicant in such a case?
Answer:

(iv) Is there any statute or regulation that governs the above-mentioned aspect? If any,
please indicate the name of the statute or regulation and the relevant provision(s).
The name of statute or regulation:




The relevant provision(s):

Question 4: Other Information Required to be Disclosed (Documents Required to be

Attached, etc.)

Is any other information required to be disclosed in addition to the information
referred to in the answers to Q3?

[ ]Yes
— What information is required to be attached?
Answer:
— Under what legal provision(s) is such information required?
Answer:
[ 1No

Question 5: Dispositions or Penalties Against a Patent Applicant who Fails to Comply
with the Disclosure Requirements

(i) If a patent applicant fails to provide the required information at the time of filing
(and he/she does not provide the required information even after an opportunity to
remedy the insufficiency), what treatment will be eventually given to his/her
application?

The application will not be further processed.
The application will be rejected by the Patent Office.
The application will be deemed as being withdrawn.

— o
—_ e e

Other (Please specify:
)

[ ] In our country, the Patent Office does not examine whether or not an

applicant has provided the required information.

(i) If it is found, during patent prosecution, that the information disclosed by a patent
applicant is false (and he/she does not provide the correct information even after an
opportunity to remedy the deficiency), what treatment will be given to his/her

application?
[ ] The application will not be further processed.
[ ] The application will be refused by the Patent Office.
[ ] The application will be deemed as being withdrawn.
[ ] Other (Please specify:

)

[ ] In our country, the Patent Office does not examine whether or not the




information provided by an applicant is true or not.

(ii1) If it is found, after the grant of a patent, that the information disclosed by a patent
applicant is false, what treatment will be given to the resultant patent?
] The patent will be invalidated.

The patent right will be transferred to the correct party.

1 oo

]
] Restriction(s) will be made to the claim(s) of the patent.
] Other (Please specify:

)

(iv) We heard that, in your country, a criminal penalty and/or civil penalty will be

imposed on the applicant when no relevant information is disclosed or when false
information is disclosed. What penalties will be imposed in such a case?
(a) Civil penalties

-Applicable legal provisions:

-Penalties to be imposed:

(b) Criminal penalties
-Applicable legal provisions:

-Penalties to be imposed:

(c) Other penalties
-Applicable legal provisions:

-Penalties to be imposed:

(v) Are these legal provisions available via the Internet? If so, please indicate the URL
through which we can access the provisions.

URL:
If not available, how can we obtain these legal provisions?

Answer:

(vi) If there are any penalties, are they applicable in the same way to a case where
insufficiency or falsity is found before the grant of the patent and a case where
insufficiency or falsity is found after the grant of the patent?

[ ]Yes

[ ]No (Please specify:

(vii) Suspension of Penalties

Is there any system that forgives an applicant who fails to satisfy the
disclosure requirement from being penalized, if he/she corrects it by making disclosure
in a specified period?

[ ]Yes



—Please explain the system in detail.
Answer:

— Under what legal provision(s) is such a system implemented?
Answer:

[ 1No

Question 6: Access and Benefit Sharing Competent National Authority
Please provide us some information on the Technical Office of CONAGEBIO,
which is your country’s national authority that authorizes access to genetic resources,

by answering the following questions.

(1) Position of the Technical Office of CONAGEBIO

[ ] Governmental agency

[ ] Independent organization

[X ] Other (Please Specify: Legal identity as a decentralised organ of the
Ministry of Environment and Energy)

(i1) Please indicate the constitution of the Technical Office of CONAGEBIO (internal
organizations, No. of staff and their functions) as far as you know.

Name of Internal No. of Staff Function
Organization

( Executive Director ) ( 1 ) ( Direction and execution of all plan
of actions )

( Legal Advisor ) ( 1 ) ( Counseling of all legal aspects )

( Business Administrator ) ( 1 ) (Management of all internal affairs )

( Secretary ) ( 1 ) ( Coordination of appointments )

( ) ( ) ( )

(ii1) Documents to be submitted for authorization and authorization fee

Documents to be submitted: Application Form, Technical Guideliness, Prior informed
consent and mutually agreed conditions, according to article 9 of Decree N°
31514-MINAE which is attached to this questionnaire.

Authorization fee: Not established yet

(iv) How many days are required from application to authorization?
Answer: 30 natural days

(v) How many applications does the Technical Office of CONAGEBIO process



annually?
Answer: 10 per year.

(vi) Reasons for refusal to give authorization, and ratio of refused applications
Main reasons for refusal:__There has not been a refused application

Ratio of refused applications:

(vii) Legal provisions that govern the above mentioned aspects

The name of statute or regulation:_Biodiveristy Agreement, Decree N°
31514-MINAE and Biodiversity Law.
The relevant provisions:

Question 7: The Impact on Your Firm Operation of the System for Disclosure of

Origin of Genetic Resources and Your Firm’s Opinion (Please answer only if Costa
Rica has already introduced a system that requires patent applicants to disclose origin

of genetic resources)

(i) Please inform us of the following information on patent application that your firm

has been involved with.

- The annual number of patent applications that disclose the origin of genetic
resources:

- The ratio of such applications to the total number of applications:

(i1) Has any change occurred to your firm’s operations due to the introduction of the
system for disclosure of origin of genetic resources?

[ ]Increased number of staff (Reason: )

[ ] Increased working hours (Reason: )

[ ] Increased days required for preparation of filing a patent application
(Reason: )

[ ]Increased profits (Reason: )

[ ] Decreased profits (Reason:

[ ] Other changes (Please specify:

[ ] No significant changes

(iii1) Please give your opinion on consistency between the patent protection system and
the system for disclosure of origin of genetic resources from a legal viewpoint.

(iv) In order to resolve the issue of biopiracy or other related issues, do you think that it



is necessary not only to require patent applicants to obtain authorization for access to
genetic resources, but also to obligate them to disclose origin of genetic resources in
their patent application?

* Questionnaire for the Patent Office

If Costa Rica has a system that requires patent applicants to disclose origin of
genetic resources, please ask your country’s Patent Office to answer our questionnaire
attached as Schedule A.

* Questionnaire for Your Corporate Clients

Irrespective of whether Costa Rica has already introduced the disclosure
system, please ask one or two of your corporate clients to answer our questionnaire
attached as Schedule B.

* Questionnaire for Genetic Resource Providers and NGOs

If possible, please ask genetic resource provider(s) and/or NGO(s) that have
an interest in disclosure of origin of genetic resource to answer our questionnaire
attached as Schedule C.

Thank you very much for your cooperation.

We would appreciate it if you could send us the answers to Shigeru
Kaneko, AIPPI - JAPAN by e-mail (kaneko@aippi.or.jp) or via facsimile
(+81-3-3591-1510) on or before August 15, 2005.
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<Schedule B for Costa Rica >

Questionnaire
on
Disclosure of Origin of Genetic Resources

AIPPI JAPAN
http://www.aippi.or.jip/

http://www.aippi.org/

AIPPI JAPAN is the Japanese branch of the Zurich, Switzerland-based
organization, International Association for the Protection of Intellectual Property
(AIPPI).

We are now researching the current situation of various countries regarding
“the system for disclosure of origin of genetic resources at the time of filing patent
applications,” which is one of the most important issues in international discussions in
this field. As part of this research, we plan to collect opinions from private corporations

and use them as reference for the purpose of discussion with regards to what system is
most suitable for Japan. We would like to ask you to answer the following questions.

We would appreciate it if you could send us the answers to Shigeru
Kaneko, AIPPI JAPAN by e-mail (kaneko@aippi.or.jp) or via facsimile
(+81-3-3591-1510) on or before August 15, 2005.

Question 1: Name and Business Category of Your Company (This question is NOT

mandatory)
Name of your company:_(Not allowed to give the name of the company)

Business category:

Question 2: Your Opinion About a System That Requires Disclosure of Origin of

Genetic Resources at the Time of Filing Patent Applications

[X ] We are in favor of the system.
(Reason:It can bring many opportunities to develop new researches,

especially in our country in which there are many investigations)
[ ] We oppose the System.
(Reason: )

Question 3: Do You Feel the Burden on Your Company Has Increased Due to the




Introduction of the System?
[ ] We do not feel that the burden has increased.
[ ] We have had to begin controlling origins of various genetic resources

separately for every relevant invention. It has become burdensome to us.
[ ] We have not been able to identify origins of some genetic resources we
had previously obtained.
[X ] Other (Please Specify: Due to the fact that there is no system, this
question can not be answered.)

Question 4: Changes That Have Occurred to Your Company’s Operation/Practice
What changes have occurred to your company’s operation or practice? (For

example, “we now (or will) make it an absolute rule to confirm origins of all genetic
resources we obtain.”)
Answer: We will make it an absolute rule to confirm origins of all genetic

resources if there is a system approved

Question 5: Do You Think a System That Requires Disclosure of Origin of Genetic
Resources at the Time of Filing Patent Applications Contributes (or Will Contribute) to
the Promotion of Appropriate Benefit Sharing?

[X ] Yes

[ INo

[ ] We are unable to determine at this stage.

Thank you very much for your cooperation.
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<Schedule C for Costa Rica >

Questionnaire
on
Disclosure of Origin of Genetic Resources

AIPPI JAPAN
http://www.aippi.or.jip/

http://www.aippi.org/

AIPPI JAPAN is the Japanese branch of the Zurich, Switzerland-based
organization, International Association for the Protection of Intellectual Property
(AIPPI).

We are now researching the current situation of various countries regarding
“the system for disclosure of origin of genetic resources at the time of filing patent
applications,” which is one of the most important issues in international discussions in
this field. As part of this research, we plan to collect opinions from genetic resource

providers and NGOs and use them as reference for the purpose of discussion with

regards to what system is most suitable for Japan. We would like to ask you to answer
the following questions.

We would appreciate it if you could send us the answers to Shigeru
Kaneko, AIPPI JAPAN by e-mail (kaneko@aippi.or.jp) or via facsimile
(+81-3-3591-1510) on or before August 15,2005.

Question 1: About Your Entity

(i) Name of your entity: (Not allowed to provide the name of the entity)

(This question is NOT mandatory)

(i1) Is your entity a genetic resource provider?
[ ]Yes
— What genetic resources does your entity mainly control?
Answer:
[X ] No

Question 2: What Level of Disclosure Do You Think Should be Required at the Time
of Filing a Patent Application?




[ ]Itis sufficient if the country name is disclosed.

[ ] Disclosing only the country name is not enough. More specific disclosure
(e.g. name of the provider) is required.

[X ] In addition to origin, the access agreement should also be disclosed.

[ ] Other (Please Specify: )

Question 3: About the Information on Origin of Genetic Resources Disclosed in Other

Party’s Patents
[X ] We monitor information on origin of genetic resources every time a new

patent is issued.
[ ] Sometimes, we monitor such information.
[ ] We only occasionally monitor such information.
[ ] Other (Please Specify: )

Question 4: Do You Think a System That Requires Disclosure of the Origins of

Genetic Resources at the Time of Filing Patent Applications Contributes (or Will

Contribute) to the Promotion of Appropriate Benefit Sharing?
[X ] Yes
[ INo
[ ] We are unable to determine at this stage.

Question 5: Has Your Entity Prepared Leaflets, Manuals or Guidelines (Including
Q&A Type Leaflets) in Order to Explain the System?
[ ] Yes —Ifso, could you please provide us with a copy for our reference?
[X ] No

Thank you very much for your cooperation.



3—5 /J)lL9zxz—

D/ NVD = — DRFFEE

Questionnaire for Norway

Aug 31, 2005
AIPPI - JAPAN

In your country, a patent applicant for an invention involving a genetic resource
is required to disclose the origin of the genetic resource at the time of filing the
application. We would like to ask you to provide us with the details of this requirement
by answering the following questions.

Question 1:The Inventions for which Disclosure of Origin of Genetic Resources are
Required

(1) What is the specific mean of the provision in Section 8b of Norwegian Patent Act
“If an invention concerns or uses biological material,”? Does it include “If an
invention concerns or uses derivative of biological material”?

Sec. 8 b) provides that the disclosure obligations apply even “where the inventor has

altered the structure of the received material.” Accordingly, the link is sufficient not

only for material in the form it was collected by the inventor, but also for material in

isolated, purified or modified form, for instance if genetic material of different origin

has been inserted into it

(i1) Are the inventions for which disclosure of origin of genetic resources is required
under Section 8b of the Norwegian Patent Act identical to those referred to in the EC’s
Proposal to WIPO dated December 16, 2004? If not, what is the difference?

[ ]Yes

[* ] No (There are differences at least in the wordings — “biological
material”/”genetic resource”, and in the requirements for linkage between the material

and the invention)

(ii)) Even when an applicant obtains the genetic resources before the CBD becomes
effective, he/she is still required to disclose its origin?

[ *] Yes

[ 1No



(for your reference)

Section 8b of the Norwegian Patent Act (only the relevant portion)

“If an invention concerns or uses biological material, the patent application shall
include information on the country from which the inventor collected or received the
material (the providing country).”

The inventions referred to in the EC’s Proposal to WIPO dated December 16,
2004 on page 3
(http://www.wipo.int/tk/en/genetic/proposals/european_community.pdf)

- “the invention must be ‘directly based on’ the specific genetic resources.”
- “the invention must make immediate use of the genetic resource, that is, depend on
the specific properties of this resource.”

Question 2: Information on Origin of Genetic Resources that Should be Disclosed at
the Time of Filing a Patent Application

What is the meaning of “information on the country” in Section 8b of the
Norwegian Patent Act?

(1) Is the mere disclosure of country name(s) regarded as being sufficient?
[ * ] Yes, most probably
[ 1No
— What is required to be included?
Answer:

(i) Is there any statute or regulation other than the Patent Act that governs the above-
mentioned aspect? If any, please indicate the name of the statute or regulation and the
relevant provision(s). No

The name of statute or regulation:

The relevant provision(s):

Question 3: Other Information Required to be Disclosed and Documents Required to
be Attached (e.g. Document Evidencing, Prior Informed Consent, etc.)

Section 8b of the Norwegian Patent Act provides “If the national law in the
providing country and the country of origin requires that access to biological material
shall be subject to prior consent, the application shall state whether such consent has
been obtained.” Is there anything that should be disclosed in addition to the “prior
consent”?

[ ]Yes




— What information is required to be disclosed?
Answer:
— Under what legal provision(s) is such information required?
Answer:
[ *]No

Question 4: The Ratio of Patent Applications That Disclose Origin of Genetic

Resources to the Total Number of Applications

How many patent applications disclose origin of genetic resources? Please
indicate the ratio of such applications to the total number of applications.
Answer: _To my knowledge, no such applications have yet been filed with the

Patent Office — Sec. 8 b) does not apply to PCT-applications, cf. Sec. 33 subsection
two first sentence of the Patents Act

Question 5: Examination on the Disclosure of Origin

In The Norwegian Patent Office, are examinations on the disclosure of origin of
genetic resources conducted?
[ ] Only formality examinations are conducted.
[ ] Substantive examinations are conducted.
[ * ] No examinations are conducted.
If The Norwegian Patent Office has established examination guidelines on this
matter, please send them with the answers to this questionnaire.

Question 6: Dispositions or Penalties Against a Patent Applicant who Fails to Comply

with the Disclosure Requirements

(i) If a patent applicant fails to provide the required information at the time of filing
(and he/she does not provide the required information even after an opportunity to
remedy the insufficiency), what treatment will be eventually given to his/her
application?

The application will not be further processed.
The application will be rejected by the Patent Office.
The application will be deemed as being withdrawn.

— o
—_ e e

Other (Please specify:

)
[ * ] In our country, the Patent Office does not examine whether or not an
applicant has provided the required information.

(i) If it is found, during patent prosecution, that the information disclosed by a patent



applicant is false (and he/she does not provide the correct information even after an
opportunity to remedy the deficiency), what treatment will be given to his/her
application?

[ ] The application will not be further processed.

[ ] The application will be refused by the Patent Office.

[ ] The application will be deemed as being withdrawn.

[ ] Other (Please specify:

)
[ * ] In our country, the Patent Office does not examine whether or not the
information provided by an applicant is true or not.

(ii1) If it is found, after the grant of a patent, that the information disclosed by a patent
applicant is false, what treatment will be given to the resultant patent?

[ ] The patent will be invalidated.

[ ] The patent right will be transferred to the correct party.

[ ] Restriction(s) will be made to the claim(s) of the patent.

[ * ] Other (Please specify: No effects of the false information as such upon the
validity or enforceability of granted patent rights are envisaged.

(iv) We heard that, in your country, an applicant who fails to disclose relevant
information or discloses false information will be penalized by Section 166 of the
General Civil Penal Code. Is this provision applicable in the same way to a case where
insufficiency or falsity is found before the grant of the patent and a case where
insufficiency or falsity is found after the grant of the patent?

[ *] Yes

[ ] No (Please specify:

(v) Is Section 166 of the General Civil Penal Code available via the Internet? If so,
please indicate the URL through which we can access the provision.

URL: Unofficial English translation available at
http://www.ub.uio.no/ujur/ulovdata/lov-19020522-010-eng.pdf
If not available, how can we obtain it.

Answer:

(vi) Suspension of Penalties

Is there any system that forgives an applicant who fails to satisfy the disclosure
requirement from being penalized, if he/she corrects it by making disclosure in a
specified period?

[ ]Yes



—Please explain the system in detail.
Answer:
— Under what legal provision(s) is such a system implemented?
Answer:
[ *]No

Question 7: Access and Benefit Sharing Competent National Authority

Does your country have a national authority that authorizes access to genetic
resources?

[ ] Yes — Please answer the following questions (i)-(viii) and Question 6.

[ * ] No — Please go to Question 6. BUT: Such a system will be established in
the future by a new Act in process, implementing the CBD.

(1) Name of the Authority:

(i) Position of the Authority
[ ] Governmental agency
[ ] Independent organization
[ ] Other ( )

(ii1) Please indicate the constitution of the Authority (internal organizations, No. of
staff and their functions) as far as you know.

Name of Internal No. of Staff Function
Organization
( ) ( ) ( )
( ) ( ) ( )
( ) ( ) ( )
( ) ( ) ( )
( ) ( ) ( )

(vi) Documents to be submitted for authorization and authorization fee
Documents to be submitted:
Authorization fee:

(v) How many days are required from application to authorization?
Answer:

(vi) How many applications does the Authority process annually?
Answer: per year.

(vii) Reasons for refusal to give authorization, and ratio of refused applications



Main reasons for refusal:
Ratio of refused applications:

(viii) Legal provisions that govern the Authority
The name of statute or regulation:

The relevant provisions:

Question 8: Your Opinion on the System for Disclosure of Origin of Genetic

Resources

(i) Please give your opinion on consistency between the patent protection system and
the system for disclosure of origin of genetic resources from a legal viewpoint.
Since the Norwegian provision by its penal sanctioning can efficiently

enhance transparency regarding the utilization of genetic resources, while at the same

time not impairing the legal certainty of patent rights, I think it represents a balanced

solution between the different interests.

(i1) In order to resolve the issue of biopiracy or other related issues, do you think that it
is necessary not only to require patent applicants to obtain authorization for access to
genetic resources, but also to obligate them to disclose origin of genetic resources in
their patent application?

Yes, as otherwise it will be difficult to detect whether access regimes are being

complied with when genetic resources are commercialized abroad.

Thank you very much for your cooperation.

We would appreciate it if you could send us the answers to Shigeru Kaneko,
AIPPI JAPAN by e-mail (kaneko@aippi.or.jp) or via facsimile (+81-3-3591-1510).
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<Schedule A for Denmark >

Questionnaire
on
Disclosure of Origin of Genetic Resources

AIPPI JAPAN
http://www.aippi.or.jp/

http://www.aippi.org/

AIPPI JAPAN is the Japanese branch of the Zurich, Switzerland-based
organization, International Association for the Protection of Intellectual Property
(AIPPI).

We are now researching the current situation of various countries regarding
“the system for disclosure of origin of genetic resources at the time of filing patent
applications,” which is one of the most important issues in international discussions in
this field. As part of this research, we plan to collect opinions from the Patent Offices

that have already introduced the system and to use them as reference for the purpose of
discussion with regards to what system is most suitable for Japan. We would like to ask
you to answer the following questions.

We would appreciate it if you could send us the answers to Shigeru
Kaneko, AIPPI JAPAN by e-mail (kaneko@aippi.or.jp) or via facsimile
(+81-3-3591-1510) on or before July 31, 2005.

Question 1: Consistency between the Patent Protection System and the System for
Disclosure of Origin of Genetic Resources — From a Legal Viewpoint

What was the rationale that existed behind the introduction by your Office of
the system that requires patent applicants to disclose origin of genetic resources when
filing a patent application? In your country, does there have been any controversy over
consistency between the traditional patent protection system and the system for
disclosure of origin of genetic resources?

Answer: The introduction of the provision regarding disclosure of origin of

genetic resources in the Danish Patents Act is based on DIRECTIVE 98/44/EC OF THE
EUROPEAN PARLIAMENT AND OF THE COUNCIL of 6 July 1998 on the legal protection

of biotechnological inventions



Question 2: Inventions for Which Patent Applicants Are Required to Disclose Origin of
Genetic Resources

Is there any legal provision, guidelines or other regulations that specify in
what cases patent applicants will be required to disclose origin of genetic resources?

[v | Yes (Please specify: Order nr. 6 of 6. January 2003 on patents and
supplementary protection certificates, article 3, para 4. — which is based on point 27
of the aforementioned directive

[ ]No

Question 3: The Ratio of Patent Applications That Disclose Origin of Genetic
Resources to the Total Number of Applications

How many patent applications disclose origin of genetic resources? Please
indicate the ratio of such applications to the total number of applications.

Answer: approximately The DKPTO does not have an exact number, but the
ratio Is very low%

Question 4: Examination on the Disclosure of Origin

In your Office, are examinations on the disclosure of origin of genetic
resources conducted?
[ V] Only formality examinations are conducted.
[ ] Substantive examinations are conducted.
[ ] No examinations are conducted.
If your Office has established examination guidelines on this matter, please
send them with the answers to this questionnaire.

Question5: The Ratio of Patent Applications That Fail to Satisfy the Disclosure

Requirement
Of the total number of patent applications that are required to disclose origin

of genetic resources, what percentage of applications fail to comply with the
requirement?
Answer: approximately 0 %

Question 6: What Benefits Have Been Gained by the Introduction of the Requirement
to Disclose Origin of Genetic Resources?

[ ] Prevention of biopiracy

[ ] Prevention of bad patents

[ ] Promotion of prior informed consent (PIC) and/or access and benefit
sharing (ABS)

[ ] Other (Please Specify: )




[ ] No substantial benefit
DKPTO is unable to answer this question

Question 7: Are There Any Problems That Have Occurred Due to the Introduction of

the Requirement to Disclose Origin of Genetic Resources?

[ ] Increased workloads in patent examinations

[ ] Difficulty in determining whether the invention at hand is one for which
the disclosure is required?

[ ] Other (Please Specify: )

[ V'] No substantial problem

Thank you very much for your cooperation.
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Questionnaire for Denmark

June 8, 2005
AIPPI JAPAN

We heard that, in Denmark, a patent applicant for an invention involving a
genetic resource is required to disclose the origin of the genetic resource at the time of
filing. We would like to ask you to inform us of the details of this requirement by
answering the following questions.

Question 1:The Inventions for which Disclosure of the Origin of Genetic Resources are
Required

(i) Are the inventions for which disclosure of origin of genetic resources is required
under Danish Patent Act (i.e. “the invention [that] concerns or makes use of
biological material”) identical to those referred to in the EC’s Proposal to WIPO dated
December 16, 2004? If not, what is the difference?

[x]Yes

[ ]No (The difference is

(for your reference)

The inventions referred to in the EC’s Proposal to WIPO dated December 16,
2004 on page 3
(http://www.wipo.int/tk/en/genetic/proposals/european_community.pdf)

- “the invention must be ‘directly based on’ the specific genetic resources.”
- “the invention must make immediate use of the genetic resource, that is, depend
on the specific properties of this resource.”

(i) Even when an applicant obtains the genetic resource before the CBD becomes
effective, he/she is still required to disclose its origin?

[x]Yes

[ INo



(iii) Is the Danish Patent Act available via the Internet? If so, please indicate the URL
through which we can access the Act.
URL: The latest consolidation seems not to be available in English

If not available, how can we obtain the Danish Patent Act?
Answer: The latest consolidation seems not to be available in English

The provisions are not found in the Act, but in the administrative order

Question 2: Information on Origin of Genetic Resources that Should be Disclosed at

the Time of Filing a Patent Application

What information on origin of genetic resources is required to be disclosed?
geographical origin
(1) Is the mere disclosure of country name(s) regarded as sufficient disclosure?
[ ]Yes
[ INo
— What is required to be disclosed in addition to country name(s)?
Answer: We have never been asked to give such information so we

do not know whether indication the geographical origin_ would suffice, but it seems so
according to the wording of the relevant provision in Section 3(4) of the Danish Order

relating to patents and supplementary protection certificates.

(i1) Is it a requirement to disclose the country name of origin, in addition to the country
providing the genetic resource? We would interpret the requirement to give
information on the “geographic origin of the material as the country name of origin.

[ ]Yes

[ 1No

(iii) Is there any statute or regulation that governs the above-mentioned aspect? If any,
please indicate the name of the statute or regulation and the relevant provision(s).

The name of statute or regulation: Order relating to patents and supplementary
protection certificates

The relevant provision(s): Section 3(4)

Question 3: Other Information Required to be Disclosed (Documents Required to be

Attached, etc.)

Is any other information required to be disclosed in addition to the information
referred to in the answers to Q2?
[ ]Yes
— What information is required to be attached?
Answer:

— Under what legal provision(s) is such information required?



Answer:

[ x]No

Question 4: Dispositions or Penalties Against a Patent Applicant who Fails to Comply

with the Disclosure Requirements

(i) If a patent applicant fails to provide the required information at the time of filing
(and he/she does not provide the required information even after an opportunity to
remedy the insufficiency), what treatment will be eventually given to his/her
application?

[ ] The application will not be further processed.

[ ] The application will be rejected by the Patent Office.

[ ] The application will be deemed as being withdrawn.

[x ] Other (Please specify: _The application will probably be approved
notwithstanding the omission to mention the origin of the genetic resource, and it will

be left to a third party to file an opposition or a request for re-examination of the

patent.

)

[ ] In our country, the Patent Office does not examine whether or not an

applicant has provided the required information.

(i) If it is found, during patent prosecution, that the information disclosed by a patent
applicant is false (and he/she does not provide the correct information even after an
opportunity to remedy the deficiency), what treatment will be given to his/her
application?
[ ] The application will not be further processed.

[ ] The application will be refused by the Patent Office.

[ ] The application will be deemed as being withdrawn.

[ x ] Other (Please specify: __If the indication is false, the applicant may be

brought to court, but we have no knowledge of such disputes.

)

[ ] In our country, the Patent Office does not examine whether or not the

information provided by an applicant is true or not.

(ii1) If it is found, after the grant of a patent, that the information disclosed by a patent
applicant is false, what treatment will be given to the resultant patent?

[ ] The patent will be invalidated.

[ ] The patent right will be transferred to the correct party.

[ ] Restriction(s) will be made to the claim(s) of the patent.



[ x ] Other (Please specify: It will be possible for any third party to

institute proceedings regarding the validity, but we have no knowledge of such cases.

)

(iv) We heard that, in your country, a criminal penalty and/or civil penalty will be

imposed on the applicant when no relevant information is disclosed or when false
information is disclosed. What penalties will be imposed in such a case?
(a) Civil penalties

-Applicable legal provisions:

-Penalties to be imposed:
(b) Criminal penalties
-Applicable legal provisions:

-Penalties to be imposed:

(c) Other penalties
-Applicable legal provisions:

-Penalties to be imposed:

(v) Are these legal provisions available via the Internet? If so, please indicate the URL
through which we can access the provisions.

URL:
If not available, how can we obtain these legal provisions?

Answer: The Danish Criminal Code contains a general provision

regarding fraud in Section 279. but we have never heard that this has been invoked in

cases regarding patents, but, in principle, it might be possible.

(vi) If there are any penalties, are they applicable in the same way to a case where
insufficiency or falsity is found before the grant of the patent and a case where
insufficiency or falsity is found after the grant of the patent?

[x]Yes

[ ]No (Please specify:

(vii) Suspension of Penalties
Is there any system that forgives an applicant who fails to satisfy the
disclosure requirement from being penalized, if he/she corrects it by making disclosure
in a specified period?
[ ]Yes
—Please explain the system in detail.
Answer:

— Under what legal provision(s) is such a system implemented?
Answer:
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Question 5: Access and Benefit Sharing Competent National Authority
Does your country have a national authority that authorizes access to genetic

resources?
[ ] Yes — Please answer the following questions (i)-(viii) and Question 6.
[x ] No — Please go to Question 6.

(i) Name of the Authority:

(i) Position of the Authority
[ ] Governmental agency
[ ] Independent organization

[ ] Other ( )

(ii1) Please indicate the constitution of the Authority (internal organizations, No. of
staff and their functions) as far as you know.

Name of Internal No. of Staff Function
Organization
( ) ( ) ( )
( ) ( ) ( )
( ) ( ) ( )
( ) ( ) ( )
( ) ( ) ( )

(vi) Documents to be submitted for authorization and authorization fee
Documents to be submitted:

Authorization fee:

(v) How many days are required from application to authorization?
Answer:

(vi) How many applications does the Authority process annually?
Answer: per year.

(vii) Reasons for refusal to give authorization, and ratio of refused applications
Main reasons for refusal:

Ratio of refused applications:

(viii) Legal provisions that govern the Authority
The name of statute or regulation:




The relevant provisions:

Question 6: The Impact on Your Firm Operation of the System for Disclosure of

Origin of Genetic Resources and Your Firm’s Opinion

(i) Please inform us of the following information on patent application that your firm

has been involved with.

- The annual number of patent applications that disclose the origin of genetic
resources: not very many (probably, below 5 and not exceeding 10)

- The ratio of such applications to the total number of applications: Nearly all patents
for Denmark involving genetic resources are obtained through the European route, i.e.
the examination has been made by the European Patent Office.

(i1) Has any change occurred to your firm’s operations due to the introduction of the
system for disclosure of origin of genetic resources?

[ ]Increased number of staff (Reason: )
[ ] Increased working hours (Reason: )
[ ]Increased days required for preparation of filing a patent application
(Reason: )
] Increased profits (Reason: )

] Decreased profits (Reason:

] Other changes (Please specify: )

— o

x | No significant changes

(ii1) Please give your opinion on consistency between the patent protection system and
the system for disclosure of origin of genetic resources from a legal viewpoint.
We find that it is in contrast to the legitimate rights of the applicant and public

policy to make information on the origin of genetic resources a condition for obtaining

patent protection, and in Denmark the applicant is only requested to give the

information, but if he does not give the information, the application will not be refused,

and a patent may be granted by the Danish Patent and Trademark Office. It remains to

be seen what would be the outcome of an administrative re-examination or a Danish

court case if the validity of the patent is challenged by a third party. In our opinion, it

should not be possible to have the patent deemed invalid since the request for

disclosure of origin is not found in the Danish Patents Act, but only in the

administrative order.

(iv) In order to resolve the issue of biopiracy or other related issues, do you think that it
is necessary not only to require patent applicants to obtain authorization for access to
genetic resources, but also to obligate them to disclose origin of genetic resources in



their patent application?

Sometimes, it is very difficult for the applicant to obtain information on the
origin of the genetic resources he has used in connection with the development of the
medicine etc. covered by the patent application, and we think that ethical questions
should not be solved by patent law, but by multilateral conventions protecting the
genetic resources and the traditional knowledge of people in development countries._

* Questionnaire for the Patent Office

Please ask your country’s Patent Office to answer our questionnaire attached
as Schedule A.

* Questionnaire for Your Corporate Clients

It would be appreciated if you could ask one or two of your corporate clients
to answer our questionnaire attached as Schedule B.

* Questionnaire for Genetic Resource Providers and NGOs

If possible, please ask genetic resource provider(s) and/or NGO(s) that have
an interest in disclosure of origin of genetic resources to answer our questionnaire
attached as Schedule C.

Thank you very much for your cooperation.
We would appreciate it if you could send us the answers to Shigeru

Kaneko, AIPPI JAPAN by e-mail (kaneko@aippi.or.jp) or via facsimile
(+81-3-3591-1510) on or before June 30, 2005.
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<Schedule B for Denmark >

Questionnaire
on
Disclosure of Origin of Genetic Resources

AIPPI JAPAN
http://www.aippi.or.jip/

http://www.aippi.org/

AIPPI JAPAN is the Japanese branch of the Zurich, Switzerland-based
organization, International Association for the Protection of Intellectual Property
(AIPPI).

We are now researching the current situation of various countries regarding
“the system for disclosure of origin of genetic resources at the time of filing patent
applications,” which is one of the most important issues in international discussions in
this field. As part of this research, we plan to collect opinions from private corporations

and use them as reference for the purpose of discussion with regards to what system is
most suitable for Japan. We would like to ask you to answer the following questions.

We would appreciate it if you could send us the answers to Shigeru
Kaneko, AIPPI JAPAN by e-mail (kaneko@aippi.or.jp) or via facsimile
(+81-3-3591-1510) on or before June 30, 2005.

Question 1: Name and Business Category of Your Company (This question is NOT
mandatory)

Name of your company:

Business category:

Question 2: Your Opinion About a System That Requires Disclosure of Origin of
Genetic Resources at the Time of Filing Patent Applications

[ ] We are in favor of the system.
(Reason: )
[ ] We oppose the System.
(Reason: )

[ X | We are not opposing the system as long as:
1) it shall be possible to state that one does not know the source or country of
origin,



2) the rules have no influence on the validity of a patent application or an issued
patent,

3) at any time, during the prosecution of the application and after the issuance of
the patent, it shall be possible to file or correct the sort of information dealt
with here,

4) sanctions against applicants/patentees who, intentionally, have not complied
with these rules shall be in the civil system and not in the patent law,

5) the rules does not apply for human material,

6) the rules only applies to a) inventions directly relating to the genetic resources,
b) inventions which are directly derived from it, or c) inventions where the
genetic resources has been essential for making the invention,

7) the rule have no effect on material collected before the new rules were
introduced or, alternatively, before the Convention on Biological Diversity
came into force (1994), and

8) precise rules are prepared for where the system will work in practice.

Question 3: Do You Feel the Burden on Your Company Has Increased Due to the
Introduction of the System?

[ x ] We do not feel that the burden has increased in a measurable degree.

[ ] We have had to begin controlling origins of various genetic resources
separately for every relevant invention. It has become burdensome to us.

[ ] We have not been able to identify origins of some genetic resources we
had previously obtained.

[ ] Other (Please Specify: )

Question 4: Changes That Have Occurred to Your Company’s Operation/Practice
What changes have occurred to your company’s operation or practice? (For

example, “we now (or will) make it an absolute rule to confirm origins of all genetic
resources we obtain.”)
Answer: It now is a rule to confirm origins of all genetic resources we obtain.

Question 5: Do You Think a System That Requires Disclosure of Origin of Genetic
Resources at the Time of Filing Patent Applications Contributes (or Will Contribute) to
the Promotion of Appropriate Benefit Sharing?

[ ]Yes

[ INo

[ x ] We are unable to determine at this stage. Probably, the impact is inferior,

compared with our previous practice.

Thank you very much for your cooperation.
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<Schedule A for the Swiss Federal Institute of Intellectual Property>

Questionnaire
on
Disclosure of Origin of Genetic Resources

AIPPI JAPAN
http://www.aippi.or.jip/

http://www.aippi.org/

AIPPI JAPAN is the Japanese branch of the Zurich-based organization,
International Association for the Protection of Intellectual Property (AIPPI).

We are now researching the current situation of various countries regarding
“the system for disclosure of origin of genetic resources at the time of filing patent
applications,” which is one of the most important issues in international discussions in
this field. As part of this research, we aim to collect opinions from the Patent Offices

that plan to introduce the system and to use them as reference for the purpose of
discussion with regards to what system is most suitable for Japan. We would like to ask
you to answer the following questions.

We would appreciate it if you could send us the answers to Shigeru
Kaneko, AIPPI JAPAN by e-mail (kaneko@aippi.or.jp) or via facsimile
(+81-3-3591-1510) on or before June 30, 2005.

General comment: The Swiss proposals submitted to WIPO use the concept of the
“source” instead of the concept of “origin.” More detailed information on the
reasoning for using the concept of the source can be found in the submissions by
Switzerland to WIPO:

1. document PCT/R/'WG/5/11 Rev., para. 22 (available at
<www.wipo.int/pct/en/meetings/reform wg/doc/pct r wg 5 11 rev.doc>)

2. document PCT/R/WG/6/, paras. 14-23 (available at
<www.wipo.int/pct/en/meetings/reform wg/doc/pct r wg 6 11.doc>)
3. document PCT/R/'WG/7/9, paras. 13-16 (available at

<www.wipo.int/edocs/mdocs/pct/en/pct r wg T/pct r wg 7 9.doc>)



Question 1: Consistency between the Patent Protection System and the System for

Disclosure of Origin of Genetic Resources — From a Legal Viewpoint

What was the rationale that existed behind the planed introduction by your
Office of the system that requires patent applicants to disclose origin of genetic
resources when filing a patent application? In your country, is there any controversy
over consistency between the traditional patent protection system and the system for
disclosure of origin of genetic resources?

Answer:

With regard to the underlying issues, Switzerland holds the view that a fair and
balanced approach must be taken: On one hand, Switzerland supports the effective
protection of biotechnological innovations through intellectual property rights, in
particular patents. On the other hand, a fair and balanced approach necessitates
effective, efficient, practical and timely solutions to the issues arising in the context of
access to genetic resources and traditional knowledge and the fair and equitable
sharing of the benefits arising out of their utilization. This is why Switzerland has been
actively supporting efforts to find these solutions in various international fora,
including the CBD; the Food and Agriculture Organization (FAO); the
“Intergovernmental Committee on Intellectual Property and Genetic Resources,
Traditional Knowledge and Folklore” (IGC) of WIPO; and the Council for
Trade-Related Aspects of Intellectual Property Rights (TRIPS Council).

One crucial issue that these international fora have been addressing is the need for and
the realization of measures that increase transparency in the context of access to
genetic resources and/or traditional knowledge and the sharing of the benefits arising
out of their utilization, in particular with regard to the obligations of the users of
genetic resources and traditional knowledge (hereinafter “transparency measures”).
Such measures will enhance the mutual supportiveness of the applicable international
agreements and can only be successfully realized if all relevant international fora
coordinate their efforts closely and strive for coherent results. Switzerland holds the
view that transparency measures are an important element in the fair and balanced
approach that was advanced above. This is why Switzerland considered in detail the
various options available for such measures and their possible modalities and
implications. Based on these considerations, Switzerland elaborated proposals
regarding the declaration of the source of genetic resources and traditional knowledge
in patent applications submitted to WIPO in 2003.

Question 2: Inventions for Which Patent Applicants Are Required to Disclose Origin of
the Genetic Resources
Is there any (proposed) legal provision, guidelines or other regulations that




specify in what cases patent applicants will be required to disclose origin of the genetic
resources?
[X] Yes (Please specify:

Swiss proposals in the PCT: Proposed new Rule 51bis.1(g)

“Subject to Rule 51bis.2, the national law applicable by the designated Office may, in
accordance with Article 27, require the applicant to furnish:

(i) a declaration as to the source of a specific genetic resource to which
the inventor has had access, if the invention is directly based on such a
resource;

(i) a declaration as to the source of traditional knowledge related to
genetic resources, if the inventor knows that the invention is directly
based on such knowledge;

(iii) a declaration that the source referred to in (i) or (ii) is unknown to the

’

inventor or applicant, if this is the case.’

Commentary: With regard to genetic resources, the proposed new Rule 51bis.1(g)(i)
states that the invention must be “directly based” on “a specific genetic resource to
which the inventor has had access,” in order for the disclosure requirement to apply.
This wording makes clear (1) that the invention must make immediate use of the genetic
resource, that is, depend on the specific properties of this resource, and (2) that the
inventor must have had physical access to this resource, that is, its possession or at least
contact which is sufficient enough to identify the properties of the genetic resource that
are relevant for the invention. Thus, for example, the source of a plant would have to be
declared in the patent application if the respective invention relates to a chemical
compound which the inventor extracted from this plant.

With regard to traditional knowledge, the proposed new Rule 51bis.1(g)(ii) requires that
“the inventor knows” that the invention is “directly based” on this knowledge. Like any
other form of knowledge, traditional knowledge is of intangible nature. Thus, physical
access is not possible and therefore not required. Instead, the inventor must know that
the invention is directly based on such knowledge, that is, he must consciously derive
the invention from this knowledge. This is to avoid cases where, for example, the
inventor is using a chemical compound derived from a plant to develop a new
pharmaceutical, without knowing that an indigenous community has knowledge
concerning the pharmaceutical use of this plant.

Proposed provision in draft for revised Swiss patent law (Article 49a):



“Patent applications for inventions which concern genetic resources or traditional

knowledge must contain a declaration of the source

a.

of a genetic resource, to which the inventor or the applicant has had access, if
the invention is directly based on this resource; in case this source is unknown to
the inventor or the applicant, this must be declared accordingly;,

of traditional knowledge of indigenous or local communities related to genetic
resources, to which the inventor or the applicant has had access, if the invention
is directly based on this knowledge; in case this source is unknown to the
inventor or the applicant, this must be declared accordingly.”

[ 1No

Question 3: What Benefits Are Likely to be Gained by the Introduction of the

Requirement to Disclose Origin of Genetic Resources?

[ ] Prevention of biopiracy

[ ] Prevention of bad patents

[ ] Promotion of prior informed consent (PIC) and/or access and benefit
sharing (ABS)

[ ] Other (Please Specify:

[ ] No substantial benefit

The Swiss proposals intend to achieve the following for policy objectives:

1.

Transparency: The requirement would increase transparency in access and benefit sharing
with regard to genetic resources and traditional knowledge.

Traceability: The requirement would allow the providers of genetic resources and traditional
knowledge to keep track of the use of their resources or knowledge in research and
development resulting in patentable inventions.

Technical prior art: The requirement would assist patent examiners and judges in the
verification of prior art with regard to inventions that relate to genetic resources or traditional
knowledge.

Mutual trust: The requirement would increase mutual trust among the various stakeholders
involved in access and benefit sharing, including among developing and developed countries,
indigenous and local communities, private companies and research institutions. Disclosing the
source could also contribute to a better mutual trust in the North—South-relationship.
Moreover, the disclosure of the source would strengthen the mutual supportiveness between
the access and benefit sharing system and the patent system.

Question 4: Are There Any Concerns Over the Planned Introduction of the

Requirement to Disclose Origin of Genetic Resources?




[ ] Difficulty in determining whether the invention at hand is one for which
the disclosure is required?

[ ] Other (Please Specify: )

[ ] No substantial concerns

The Swiss proposals and the proposed provisions in the draft for a revised Swiss patent
law were designed with a view to avoiding difficulties in the implementation of the
disclosure requirement in the patent law.

Thank you very much for your cooperation.
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Questionnaire for Switzerland

June 8, 2005
AIPPI JAPAN

We heard that, in Switzerland, work is under way to revise the Patent Act to
obligate a patent applicant for an invention involving a genetic resource to disclose the
origin of the genetic resources at the time of filing. We would like to ask you to
provide us with details of this revision by answering the following questions.

Question 1:The Inventions for which Disclosure of Origin of Genetic Resources are to
be Required

(i) Are the inventions for which disclosure of origin of genetic resources is required
under the revision identical to those referred to in the EC’s Proposal to WIPO dated
December 16, 2004? If not, what is the difference?

[ ]Yes

[ X ] No (The difference is that, according to art. 49a draft revision of the
Swiss Patent Law ("rPalL"™), a disclosure of origin is required if the invention is directly
based on the specific genetic resources. Unlike EC's proposal to WIPO, the Swiss
proposal makes no reference to the "immediate use of the resources."

(for your reference)

The inventions referred to in the EC’s Proposal to WIPO dated December 16,
2004 on page 3
(http://www.wipo.int/tk/en/genetic/proposals/european_community.pdf)

- “the invention must be ‘directly based on’ the specific genetic resources.”
- “the invention must make immediate use of the genetic resource, that is, depend
on the specific properties of this resource.”

(i) Even when an applicant obtains the genetic resource before the CBD becomes
effective, he/she is still required to disclose its origin?
[ ]Yes



[ X ] No (CBD is already effective in Switzerland. The new (revised)
provisions of the PatL would not be of retrospective effect.

(ii1) When is the revised Patent Act expected to be enforced?

Answer: The revision project regarding biotechnological inventions in
Switzerland is still under political discussion. The first draft prepared by the
government was presented in 2001, the second in 2004. There is still missing a
consensus. As a next step, the Swiss Federal government is expected to submit a final
draft to the Swiss Federal Parliament that is competent to legislate for this matter. In
other words: it is hard to predict if and when the new provisions will be enforced. I
estimate this to happen in 2-5 years.

(iv) Is the bill for revising Patent Act available via the Internet? If so, please indicate
the URL through which we can access the Act.

URL: http://www.ige.ch/D/jurinfo/j100.shtm#4
If not available, how can we obtain it?

Answer:

Question 2: Information on Origin of Genetic Resources that Will be Disclosed at the
Time of Filing a Patent Application

(1) What will be required to be disclosed as a “source” of genetic resource?

Answer: the source needs to be interpreted broadly: country of origin, country
providing the genetic resources, gene databases, zoological or botanical gardens,
scientific publications etc.

(i1) Will it be a requirement to disclose the country name of origin, in addition to the
country providing the genetic resource?

[ X ] Yes (presumably)

[ 1No

(iii) Is there any proposed statute or regulation that will govern the above-mentioned
aspect? If any, please indicate the name of the proposed statute or regulation and the
relevant provision(s).

The name of the proposed statute or regulation: not available

The relevant provision(s):

Question 3: Other Information Required to be Disclosed (Documents Required to be

Attached, etc.)




Will any other information be required to be disclosed in addition to the
information referred to in the answers to Q2?
[ X] Yes
— What information will be required to be attached?
Answer: origin of any traditional knowledge about the invention as
unless such traditional knowledge builds not a basis of the invention

— Under what proposed legal provision(s) will such information be
required?
Answer: art. 49a para. 1b. rPatL

[ 1No

Question 4: Dispositions or Penalties Against a Patent Applicant who Fails to Comply
with the Disclosure Requirements

(i) If a patent applicant fails to provide the required information at the time of filing
(and he/she does not provide the required information even after an opportunity to
remedy the insufficiency), what treatment will be eventually given to his/her
application?

[ ] The application will not be further processed, because the application is
formally incomplete.

[ X ] The application will be rejected by the Patent Offic (after a period of
grace)

[ ] The application will be deemed as being withdrawn.

[ ] Other (Please specify:
)

[ ] In our country, the Patent Office does not examine whether or not an

applicant has provided the required information.

(i) If it is found, during patent prosecution, that the information disclosed by a patent

applicant is false (and he/she does not provide the correct information even after an

opportunity to remedy the deficiency), what treatment will be given to his/her

application?
[ ] The application will not be further processed.

The application will be refused by the Patent Office.

The application will be deemed as being withdrawn.

]
[ X]
[ ]
[ ] Other (Please specify:

)

[ ] In our country, the Patent Office does not examine whether or not the




information provided by an applicant is true or not.

(ii1) If it is found, after the grant of a patent, that the information disclosed by a patent
applicant is false, what treatment will be given to the resultant patent?

] The patent will be invalidated.

] The patent right will be transferred to the correct party.

] Restriction(s) will be made to the claim(s) of the patent.
X] Other (Please specify: Presumably, the applicant must face a penalty, the
indication of the source of origin will be corrected

— /oo

(iv) We heard that, in your country, a criminal penalty and/or civil penalty will be
imposed on the applicant when no relevant information is disclosed or when false
information is disclosed. What penalties will be imposed in such a case?
(a) Civil penalties

-Applicable legal provisions:

-Penalties to be imposed:

(b) Criminal penalties
-Applicable legal provisions: art. 8§1a rPatL
-Penalties to be imposed: fine up to CHF 100'000
(c) Other penalties

-Applicable legal provisions: art. 81a r PatL
-Penalties to be imposed: publication of the court decision

(v) Are these legal provisions available via the Internet? If so, please indicate the URL
through which we can access the provisions.

URL: http://www.ige.ch/D/jurinfo/j100.shtm#4___
If not available, how can we obtain these legal provisions?

Answer:

(vi) If there are any penalties, will they be applicable in the same way to a case where
insufficiency or falsity is found before the grant of the patent and a case where
insufficiency or falsity is found after the grant of the patent?

[ X] Yes

[ ]No (Please specify:

(vii) Suspension of Penalties
We heard that your country plans to introduce a system that will forgive an



applicant who fails to satisfy the disclosure requirement from being penalized if he/she
corrects it by making disclosure in a specified period. Could you please explain the
details of this planed system?

Answer: the disclosure has to be made within 30 months after the date of the
application or the date of priority. There is no provision saying that a source of origin
which is indicated in the final application can be corrected within a certain period of
time.

Under what legal provision(s) will such a system be implemented?
Answer: art. 138.b

Question 5: Access and Benefit Sharing Competent National Authority
Does your country have a national authority that authorizes access to genetic

resources?
[ ] Yes — Please answer the following questions (i)-(viii) and Question 6.
[ X ] No — Please go to Question 6.

(i) Name of the Authority:

(i) Position of the Authority
[ ] Governmental agency
[ ] Independent organization
[ ] Other ( )

(ii1) Please indicate the constitution of the Authority (internal organizations, No. of
staff and their functions) as far as you know.

Name of Internal No. of Staff Function
Organization
( ) ( ) ( )
( ) ( ) ( )
( ) ( ) ( )
( ) ( ) ( )
( ) ( ) ( )

(vi) Documents to be submitted for authorization and authorization fee
Documents to be submitted:

Authorization fee:

(v) How many days are required from application to authorization?
Answer:




(vi) How many applications does the Authority process annually?
Answer: per year.

(vii) Reasons for refusal to give authorization, and ratio of refused applications
Main reasons for refusal:
Ratio of refused applications:

(viii) Legal provisions that govern the Authority
The name of statute or regulation:

The relevant provisions:

Question 6: The Impact on Your Firm Operation of the System for Disclosure of Origin

of Genetic Resources and Your Firm’s Opinion

(i) Please give your opinion on consistency between the patent protection system and
the system for disclosure of origin of genetic resources from a legal viewpoint.

The patent law can assist to get the information about the disclosure of origin
of genetic resources (as provided in the CBD). However, the patent law does comprise
only inventions involving genetic resources which result in a patent application.
Moreover, the patent law does not say what the consequences of the disclosure of the
source of origin will be. These two aspects are problematic and need to be discussed in
more detail, before any provision regarding the disclosure of source shall be enacted.
These aspects can not be solved on a national level but need to be discussed and
detailed on a multinational level (CBD).

(i1) In order to resolve the issue of biopiracy or other related issues, do you think that it
is necessary not only to require patent applicants to obtain authorization for access to
genetic resources, but also to obligate them to disclose origin of genetic resources in
their patent application?

The disclosure of origin seems to be the key to the realization of the concept
of benefit sharing.

* Questionnaire for the Patent Office
Please ask your country’s Patent Office to answer our questionnaire attached
as Schedule A.

* Questionnaire for Your Corporate Clients
It would be appreciated if you could ask one or two of your corporate clients

to answer our questionnaire attached as Schedule B.



* Questionnaire for Genetic Resource Providers and NGOs

If possible, please ask genetic resource provider(s) and/or NGO(s) that have
an interest in disclosure of origin of genetic resource to answer our questionnaire
attached as Schedule C.

Thank you very much for your cooperation.

We would appreciate it if you could send us the answers to Shigeru
Kaneko, AIPPI JAPAN by e-mail (kaneko@aippi.or.jp) or via facsimile
(+81-3-3591-1510) on or before June 30, 2005.
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Questionnaire
on
Disclosure of Origin of Genetic Resources

AIPPI JAPAN
http://www.aippi.or.jip/

http://www.aippi.org/

AIPPI JAPAN is the Japanese branch of the Zurich, Switzerland-based
organization, International Association for the Protection of Intellectual Property
(AIPPI).

We are now researching the current situation of various countries regarding
“the system for disclosure of origin of genetic resources at the time of filing patent
applications,” which is one of the most important issues in international discussions in
this field. As part of this research, we plan to collect opinions from private corporations

and use them as reference for the purpose of discussion with regards to what system is
most suitable for Japan. We would like to ask you to answer the following questions.

We would appreciate it if you could send us the answers to Shigeru
Kaneko, AIPPI JAPAN by e-mail (kaneko@aippi.or.jp) or via facsimile
(+81-3-3591-1510) on or before June 30, 2005.

Question 1: Name and Business Category of Your Company (This question is NOT

mandatory)
Name of your company:_F. Hoffmann-La Roche Ltd

Business category: Pharmaceuticals (Rx) & Diagnostics (Dx)

Question 2: Your Opinion About a System That Requires Disclosure of Origin of

Genetic Resources at the Time of Filing Patent Applications

[ ] We are in favor of the system.
(Reason: )

[ X] We oppose the System.
(Reason:_Creates additional burdens to applicants and increases legal

uncertainty, especially, when linked to patentability. It does therefore not help to fulfill

the objectives of the CBD, especially with respect to access and benefit sharing.

Further, individual countries implement different requirements leading to




dis-harmonization and confusion.If at all, then only a harmonized international regime

in the frame of PCT/PLT could provide some benefits as a pure transparency measure

without any impact on validity.)

Question 3: Do You Feel the Burden on Your Company Has Increased Due to the
Introduction of the System?

[ ] We do not feel that the burden has increased.

[ ] We have had to begin controlling origins of various genetic resources

separately for every relevant invention. It has become burdensome to us.
[ ] We have not been able to identify origins of some genetic resources we
had previously obtained.
[ X] Other (Please Specify: _Switzerland has not implemented a disclosure
requirement so far. Hence, nothing has changed. Apart from that, Roche does not rely

on genetic resources as understood by the CBD., incl. relevant COP decision, to

discover new potentially valuable medicaments, but rather on modern technologies like

combinatorial chemistry combined with high throughput screening. Further, Roche has
committed to observe all obligations of the CBD if it were to seek access to, and
explore, genetic resources.)

Question 4: Changes That Have Occurred to Your Company’s Operation/Practice
What changes have occurred to your company’s operation or practice? (For

example, “we now (or will) make it an absolute rule to confirm origins of all genetic
resources we obtain.”)
Answer: As mentioned, Roche does not seek access to genetic resources. So

there was no need to change anything internally. In addition, the compounds in

Roche’s library are historically well documented and those stemming from natural

genetic resources can be so identified.

Question 5: Do You Think a System That Requires Disclosure of Origin of Genetic
Resources at the Time of Filing Patent Applications Contributes (or Will Contribute) to
the Promotion of Appropriate Benefit Sharing?

[ ]Yes

[ X] No It would rather discourage from using genetic resources, thus
diminishing potential benefits that could be shared. At best, it would provide some
transparency. However, the results of uses of genetic resources may not be patented by

the users. In those cases there would be no disclosure requirement and, hence, no
transparency.
[ ] We are unable to determine at this stage.

Thank you very much for your cooperation.



@<Schedule B for Switzerland >

Questionnaire
on
Disclosure of Origin of Genetic Resources

AIPPI JAPAN
http://www.aippi.or.jip/

http://www.aippi.org/

AIPPI JAPAN is the Japanese branch of the Zurich, Switzerland-based
organization, International Association for the Protection of Intellectual Property
(AIPPI).

We are now researching the current situation of various countries regarding
“the system for disclosure of origin of genetic resources at the time of filing patent
applications,” which is one of the most important issues in international discussions in
this field. As part of this research, we plan to collect opinions from private corporations

and use them as reference for the purpose of discussion with regards to what system is
most suitable for Japan. We would like to ask you to answer the following questions.

We would appreciate it if you could send us the answers to Shigeru
Kaneko, AIPPI JAPAN by e-mail (kaneko@aippi.or.jp) or via facsimile
(+81-3-3591-1510) on or before June 30, 2005.

Question 1: Name and Business Category of Your Company (This question is NOT

mandatory)
Name of your company:___Interpharma

Business category: Association of research-based pharmaceutical

companies in Switzerland

Question 2: Your Opinion About a System That Requires Disclosure of Origin of
Genetic Resources at the Time of Filing Patent Applications

[ ] We are in favor of the system.
(Reason: )
[x] We oppose the System.
(Reason:__Creates legal uncertainty, particularly when linked to
patentability.
If at all, we would only support an international harmonised system in the frame of
PCT/PLT setting the standard for all countries and therefore impeding singel countries
to implement own legislations which would lead to additional dis-harmonization and




confusion. However, such a system should not have any impact on patent validit.)

Question 3: Do You Feel the Burden on Your Company Has Increased Due to the

Introduction of the System?
[ ] We do not feel that the burden has increased.
[ ] We have had to begin controlling origins of various genetic resources

separately for every relevant invention. It has become burdensome to us.
[ ] We have not been able to identify origins of some genetic resources we
had previously obtained.
[X] Other (Please Specify: Switzerland has not implemented a disclosure
requirement so far. Hence, nothing has changed.)

Question 4: Changes That Have Occurred to Your Company’s Operation/Practice
What changes have occurred to your company’s operation or practice? (For

example, “we now (or will) make it an absolute rule to confirm origins of all genetic
resources we obtain.”)
Answer:_See above.

Question 5: Do You Think a System That Requires Disclosure of Origin of Genetic

Resources at the Time of Filing Patent Applications Contributes (or Will Contribute) to

the Promotion of Appropriate Benefit Sharing?
[ ]Yes
[X] No. At the contrary, any system inducing uncertainty does discourage

from using genetic resources and/or lead the user not to patent its invention.
[ ] We are unable to determine at this stage.

Thank you very much for your cooperation.
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