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Nagojsky protokol a sbirky
mikroorganismu
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Odbor environmentalni a ekologického zemédelstvi
Oddéleni OZE a environmentalnich strategii
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Narizeni EU a dalSi zdroje informaci

Nafizeni EU 511/2014 o opatienich pro dodrzovani pravidel, ktera vyplyvaji z
Nagojského protokolu o pfristupu ke genetickym zdrojim a spravedlivém a
rovnocenném sdileni pfinosu plynoucich z jejich vyuzivani, ze strany uzivatell v
Unii

PROVADECI NARIZENi KOMISE (EU) 2015/1866 ze dne 13. fijna 2015, kterym se
stanovi provadéci pravidla k narizeni Evropského parlamentu a Rady (EU) c.
511/2014, pokud jde o registr sbirek, monitorovani dodrZovani pravidel ze
strany uZivatell a osvédcené postupy

Ramec plisobnosti natizeni a hlavni povinnosti (2016) (Guidance document on
the scope of application and core obligations of Regulation 511/2014 (2016/C
313/01))

Aktudlni verze metodickych pokynu:
V 2.8 - Guidance Document for Collection Holders, 8. 11. 2017
'V 2.9 - Guidance Document for Public Research, 9.11. 2017


http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52016XC0827(01)&from=EN
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52016XC0827(01)&from=EN
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52016XC0827(01)&from=EN
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52016XC0827(01)&from=EN
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52016XC0827(01)&from=EN

Specifické postaveni sbirek
Sbirky mikroorganismu:

® Konzervace biologické diverzity, poznani biologické diverzity
® Poskytovatelé GZ (i jako meziclanek) tfretim stranam
® Uzivatelé GZ - v ramci vyzkumnych projektti, charakterizace kmenti

Nafizeni EU ¢. 511/2014 fesSi pouze oblast povinnosti uzivateli GZ

® ¢l. 4 — Povinnosti uzivatelli — systém due diligence = nalezita péce

® musi se ujistit a prokazat, Ze k vyuzivanym GZ byl uplatnén pristup v souladu
s regulatornimi pozadavky poskytovatele

ziskavat, uchovavat a predavat dalsim uzivatellim informace a dokumenty
upravujici vyuzivani GZ

nevyuzivat GZ, u nichz je nejistota ohledné zakonnosti pristupu
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Spada do oblasti Nespada do oblasti

Geografické | kde uskutecnén v ramci narodni jurisdikce mimo narodni
hledisko pristup jurisdikci
(plivod G2)

smluvni strana NP

zeme (poskytujici | legislativu upravujici pristup
GZ) ma k GZ

od 12. 10. 2014

Materidlové neni pokryto jinym mezina- | ITPGRFA, PIP (chripka)

hledisko rodnim nastrojem (podminka: zemé
puvodu=smluvni strana)

komodita pouzita k R&D

R&D na GZ/biochemické neni Zzadny R&D
slouceniné




Je zemé poskytujici GZ smluvni stranou NP?

M3 zemé poskytujici GZ legislativu upravuijici pristup k GZ?

e e e
s Czech Republic

. ee r ?
Party Status: Party to the Nagoya Protocol Kde ZJ | Stl m:e
Entered into force on: 04 Aug 2016 .
Ratification on: 06 May 2016 https'//abSCh'de'lnt
Signatory: Signed on 23 Jun 2011
CBD Country Profile: www_cbd. int/countries/?country=cz

=+ ABS National Focal Point (NFF)
+ Competent National Authonties (CNA)

= |egislative, administrative or policy measures on access and benefit-sharing (MSR)

Select the ABS Measures to be displayed in the overview

M 1. Commission Implementing Regulation {EU) 2015/1866 of 13 October 2015 laying down detailed rules for the implementation of Regulation (EU) N«
REGIOMAL / MULTILATERAL | LAW | LEGALLY BINDING | COMPLIANCE | EMNTRY INTO FORCE: 09 NOV 2015

i 2 EU ABS Regulation - REGULATION (EU} No 511/2014 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 16 April 2014 on compliance n
REGIONAL  MULTILATERAL | LAW | LEGALLY BINDING | COMPLIANCE | ENTRY INTO FORCE: 03 JUN 2014
3. Commission notice — Guidance document on the scope of application and core obligations of Regulation (EU) No 511/2014 of the European Parl

Benefits Arising from their Utilisation in the Union
REGIOMAL / MULTILATERAL | MATIOMAL OR DOMESTIC GUIDELINES | MOT LEGALLY BINDING | COMPLIANCE | ADOPTION: 22 AUG 2046
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Je zemé poskytujici GZ smluvni stranou NP?

M3 zemé poskytujici GZ legislativu upravuijici pristup k GZ?

= ABS Mational Focal Point (NFP) L 1]

Ms. Eliska Rolfova Unit of Intermational Conventions Ministry of the Environment Yrsovicka 65 CZ - 100 10 10 Prague
AES NATIONAL FOCAL POINT | CZECH REPUBLIC | 27 APR 2017

+ Competent National Authorities (CNA) (1]

= | egislative, administrative or policy measures on access and benefit-sharing (MSR)

Select the ABS Measures to be displayed in the overview

M 1. Commission Implementing Regulation (EU) 20151866 of 13 October 2015 laying down detailed rules for the implementation of Regulation (EU) No 511/2014 of the

European Parliament and of the Council as regards the register of collections, monitoring user compliance and best practices
REGIONAL / MULTILATERAL | LAW | LEGALLY BINDING | COMPLIANCE | ENTRY INTO FORCE: 03 NOV 2015

¥ 2 EU ABS Regulation - REGULATION (EU) No 511/2014 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 16 April 2014 on compliance measures for users

from the Nagoya Protocol on Access to Genetic Resources and the Fair and Equitable Sharing of Benefits Arising from their Utilization in the Union
REGIONAL | MULTILATERAL | LAW | LEGALLY BINDING | COMPLIAMCE | EMNTRY INTC FORCE: 09 JUN 2014

3. Commission notice — Guidance document on the scope of application and core obligations of Regulation (EU) No 51172014 of the European Parliament and of the
Council on the compliance measures for users from the Nagoya Protocol on Access to Genetic Resources and the Fair and Equitable Sharing of Benefits Arising from

their Utilisation in the Union
REGIONAL / MULTILATERAL | MATIOMAL OR DOMESTIC GUIDELINES | MOT LEGALLY EINDING | COMPLIANCE | ADOPTION: 22 AUG 2016
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Ma zemé poskytujici GZ

== Finland

Party Status: Party to the Magoya Protocol
Entered into force on: M Sep 2016

Acceptance on: 03 Jun 2016

Signatory: Signed on 23 Jun 2011

CBD Country Profile: wiwwr.chd intfcountries! eountrny=h

+ ABS Mational Focal Point (NFFP)
+ Competent National Authorities (CNA)
+ Legislative, administrative or policy measures on access and benefit-sharing (MSR)

+ Mational Databases and Websites (MDB)

+ Checkpoints (CP)
+ Internationally Recognized Certificates of Compliance (IRC
+ Checkpoint Communiques (CPC

+ Interim National Report on the Implementation of the Nagoya Protocol (MNR)

smluvni stranou NP?

legislativu upravujic

’

ip

Fistup k GZ?



Je zemé poskytujici GZ smluvni stranou NP?

M3 zemé poskytujici GZ legislativu upravuijici pristup k GZ?

+ ABS National Focal Point (NFP)

+ Competent National Authorities (CNA)

= Legislative, administrative or policy measures on access and benefit-sharing (MSR)

Select the ABS Measures to be displayed in the overview

¥ 1. Commission Implementing Regulation (EU) 2015/1866 of 13 October 2015 laying down detailed rules for the implementation of Regulation (EU) No 511/2014 of the

European Parliament and of the Council as regards the register of collections, monitoring user compliance and best practices
REGIONAL /MULTILATERAL | LAW | LEGALLYEINDING | COMPLIANCE | EMNTRY INTO FORCE: 09 NOV 2045

W 2 EU ABS Regulation - REGULATION (EU) No 511/2014 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 16 April 2014 on compliance measures for users

from the Nagoya Protocol on Access to Genetic Resources and the Fair and Equitable Sharing of Benefits Arising from their Utilization in the Union
REGIONAL /MULTILATERAL | LAW | LEGALLYBINDING | COMPLIANCE | ENTRY INTO FORCE: 08 JUN 2014

3. Commission notice — Guidance document on the scope of application and core obligations of Regulation (EU) No 511/2014 of the European Parliament and of the
Council on the compliance measures for users from the Nagoya Protocol on Access to Genetic Resources and the Fair and Equitable Sharing of Benefits Arising from

their Utilisation in the Union
REGIONAL |

IONAL OR DOMESTIC GUIDELINES | MNOT LEGALLY BINDING | COMPL

4. Act on the Implementation of the Nagoya protocol to the Convention on Biological Diversity (Finnish)
NATIOMAL /FEDERAL | LAW | LEGALLY BINDING | ACCESS COMPLIAMCE | ENTRY INTO FORCE: 01 SEF 2016
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Zemé poskytujici GZ ma legislativu upravuijici pristup k GZ

Evropské staty regulujici pristup ke GZ na svém tGzemi: Spanélsko, Francie,
Chorvatsko, Malta, Bulharsko, Svycarsko

Regulace pristupu — ¢asto nad ramec Nagojského protokolu

Casové pristup od 12. 10. 2014 pred 12. 10. 2014
hledisko uskutecnén

Sbirka jako meziclanek — zasadni je puvod GZ, nikoliv zemé, kde je sbirka

uchovavana (NP, non-NP). Domadci polozky ve sbhirce AND existuje pristupova
legislativa — pristup Zzadatele po 12. 10. 2014 - spada do pusobnosti NP (bez
ohledu na datum ulozeni GZ ve sbirce)

-
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Materidlové |GZ neni pokryto jinym ITPGRFA, PIP
hledisko mezindrodnim nastrojem (chripka)
(podminka: zemé
ptivodu = smluvni
strana)
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GZ komodita pouzita k R&D lidské GZ,
komodity

Ramec pro pripravenost na pandemii chripky (WHO's Pandemic Influenza
Preparedness (PIP) Framework),

Mezinarodni smlouva o rostlinnych genetickych zdrojich pro vyzivu a
zemeédélstvi (ITPGRFA) (Annex |)

Humanni biologicky material

Lidsky biom

Patogenni organismy — nezameérneé rozsirené, vyskytujici se na hostiteli nebo
substratu, NEZAMERNY pftistup (NEDORESENO)

Asociované mikroorganismy (vcetné kontaminaci sbirkovych kment)




R&D na GZ/biochemické
slouceniné

m neni zadny R&D

® Vyuziti GZ ve smyslu Nafizeni EU 511/214 = vyzkum/vyvoj — Frascati Manual
(

, http://www.oecd-
ilibrary.org/science-and-technology/frascati-manual-2015/concepts-and-
definitions-for-identifying-r-amp-d_9789264239012-4-en)

Deponovani, uchovavani ve sbirce

 Deponovani kmene ve shirce

e Ziskani organismu in-situ ze zemé
plivodu, deponovani do sbirky (!
platna legislativa!l)

* lzolace organismu z komodity
nebo zbozi (v zemi plivodu),
deponovani do sbirky

* lzolace z komodity (kontrola pri

dovozu) — patogen, deponovani

Poskytnuti treti osobé nebo vyuziti
kmene, ktery byl ziskan:

Izolace z komodity (kontrola pfri
dovozu) — nepatogenni

Izolace z ex-situ materialu —

' nepatogenni



https://www.tacr.cz/dokums_raw/novinky/170404_FRASCATI pdf_final_ke koment%C3%A1%C5%99%C5%AFm.pdf
https://www.tacr.cz/dokums_raw/novinky/170404_FRASCATI pdf_final_ke koment%C3%A1%C5%99%C5%AFm.pdf
https://www.tacr.cz/dokums_raw/novinky/170404_FRASCATI pdf_final_ke koment%C3%A1%C5%99%C5%AFm.pdf
https://www.tacr.cz/dokums_raw/novinky/170404_FRASCATI pdf_final_ke koment%C3%A1%C5%99%C5%AFm.pdf

R&D na GZ/biochemické
slouceniné

neni zadny R&D

Co je R&D?

Kritérium — k vyzkumu dochazi tehdy, pokud je u GZ zjisténa nova vlastnost,
charakteristika VYJMA determinace, hodnoceni pribuznosti (zarazeni do
kladogramu)

Uéel provadéné analyzy - determinace (nespada do plisobnosti NP a Nafizeni)

Determinace

Determinace GZ (identifikace) na
zakladé morfologie, publikace

* Sekvenovani DNA, RNA nebo
biochemicka analyza pro ucely
determinace

* Taxonomicka studie, fylogeneticka
studie — za ucelem identifikace
taxonu, hodnoceni vnitrotaxonové

diverzity

Taxonomicka studie , detekce
genu, biochemické slouceniny
nebo metabolické drahy

Detekce gent, biochemicka
detekce exprese genu
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R&D na GZ/biochemické
slouceniné

neni zadny R&D

neni zadny R&D
Kritérium — k vyzkumu dochazi tehdy, pokud je u GZ zjisténa nova vlastnost,
charakteristika VYJMA determinace, hodnoceni pfibuznosti (zarazeni do klastru)

Ucel provadéné analyzy bez ohledu na metodicky postup

Charakterizace

Biochemicka analyza GZ -
ovéreni produkce metabolitu,
funkce proteint

* Vyuziti sekvenacnich dat z verejné
nebo placené databaze

* Hodnoceni fyziologickych

vlastnosti (rlistové charakteristiky,

vyuziti zdrojli C, N)

Detekce genl rezistence
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R&D na GZ/biochemické neni Zadny R&D
slouceniné

neni zadny R&D
Kritérium — k vyzkumu dochazi tehdy, pokud je u GZ zjisténa nova vlastnost,
charakteristika VYJMA determinace, hodnoceni pfibuznosti (zarazeni do klastru)

Ucel provadéné analyzy - determinace (nespada do pGsobnosti NP),

Evidence a dokumentace

* Publikace informaci o
uchovavanych kmenech (databaze,
katalogy) (MAT! podminky)
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Navod pro prijem materialu — pro vyuziti v R&D

- 1. . !VIetadata o bl.ologlckem m?terlalu.: V publikacich -

o Identifikace, determinace, substrat, lokalita, 2 v . Predavat

- oy L. uvadét zemi v 2

) jména osob, instituce o vr veskeré infor-
> — . - puvodu a Cislo .

£ Q] 2. Informace o ABS reZimu, vlastnickych mace a kopie
< S svech I e dokumentt

g & S . povoleni (nebo i

& O] Mezindrodné uznavany certifikat o shodé - laci dalSim uzivate-
w S ¥ L. ) pouzit formulaci Ic e .
9 2| (IRCC), PFedchozi informovany souhlas oro viechen am/pfijemcim
a j & 2 1 "y o kmene

a (PIC), Vzajemne’dohodnutc’e rfodmlnky pouZity material)

= (MAT), omezené poskytovani

VSechny souvisejici informace,
dokumenty a korespondenci
uchnvat

Spada material pod NP?
Kontrola informaci na ABS Clearing-House:

\i

E . V4 o Vé ’

g je zemé puvodu smluvni stranou NP, ma

2 QQ .pfistupovou” legislativu? Datum pfijeti?

< E = National Focal Point, kontrola IRCC Kmen je mozno pfijmout
o2

= 2

EZ

o)

4

Néjaky dokument chybi nebo je pozadovan Je dle MTA je transfer

proveditelny, aktivity

Ano povolené v MTA nebo MAT ?

Competent National Authority, poskytovatel gl il il ‘:,‘:',":;-.
DARS
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Dekuji Vam za pozornost




