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Outline of the presentation

1.

Requirements of EU-legislation concerning
entries and movements of material for trial
or scientific purposes and for work on
varietal selections

Ways of controls of proper implementation

How to deal with phytosanitary laboratories
in BiH



EU Legislation:

>

Council Directive 2000/29/EC
(Plant Health Directive)

Commission Directive 2008/61/EC

of 17 June 2008 establishing the conditions under which
- certain harmful organismes,
- plants, plant products and
- other objects listed in Annexes I-V to
C.D. 2000/29/EC

may be moved into or within the Community or
certain protected zones thereof for trial or scientific
purposes and for work on varietal selections

[Repealed C.D. 95/44/EC with its amendments
(C.D. 97/46/EC)]



Requirements for i

«material® (2008/61/EC)

Material means:

e Regulated harmful organisms
to be used for scientific trials
(viruses, bacteria, insects, :>

etc.)
—)

e Certain plants, plant products
and other objects listed in
Annexes I-V to C.D.
2000/29/EC or other legal acts

Solanum ssp.



Requirements for material
(C.D. 2008/61/EC)

= For the introduction of the material the
~Letter of authority™ with instructions for the
applicant must be issued (Annex II).

= The material shall be held at the approved
facilities under the quarantine containment
conditions (Annex I).

= Plant material intended for approval for official
release shall be held under conditions conducive
to a normal cycle of vegetative growth and be
subjected to checks for signs and symptoms of
harmful organisms (Annex III).



Procedure for permission of introduction /
movement of “scientific materia

Application (operator)

Approval /inspection (PPS)
|

for movement of
the materia/<_
within the EU
under quarantine

conditions

- Letter of authority (PPS)

Information about the arrival
of the ,material™ (operator)

for introduction
of the material
into the EU under
quarantine
conditions

Post-entry quarantine of the

,material® (PPS)

Inspection / tests of the
,material® (PPS)

Release of non

contaminated , material® ,materia

Results of diagnosis?

Destruction of contaminated

I\\



rl2008-61-form-antrag%5b1%5d.rtf

Giowny Inspektor Ochrony
Roslin | Nasiennictwa

al. Jana Pawia Il 11

00-B28 Warszawa

WHNIOSEK
0 Wydanie poawolenia na prowadzenie prac naukows - Dadaweych lub peac nia TWOrZEniEm nowych
odmian roslin uprweych! 2 wikorzysianiem organzman szkodiwych I rosiin, produkiow rosin ych Uk
PrZBdMmIniOw pOraZonych prees 8 organizmy b niespelniajaoych wymagan specalnych, kb kiorych
WPICWROZEnE | przemieszczanie jest zabronione

1. Marwa, sedziba i adres podmiotl wySEPURcEQD T wnioskiem.

2. Imie | nazwisko, misjsce Zamiesman@ | adres osoby kiefujace pracami badawczymi (W fym
nr telefony, e-mail).

3. Szcoegliowe informack o ofganizwie kwaramannowym b rodinie, produkce méinaym uo
prEdmiOCe, W SECZBgRinCSCE:

rees omenomu wiodreego kb resling
peoruldy wein uwwmd"w..[up'zrperh.
mr:mncﬂ:gj;d

=tardium romwnjowe: crganEoU ::hoclmgc

Teen rozwoiowe rocliny e cxsci nsin

voizn produlds afinnegn ks predmiohy

pochodzenia mmmmn:\g:\d)r ub
oS, produidiog et iR
|k, remwe | sdes podmicls, o korego
pochodze organzmy keemntzrnows: ub roling,
proskiidy eeinne luh prerdmick’)

i omganemow  wodiwych kb osin
pevaduldt roel nyeh fub prmdmicow

4. Opis prac badawzZych, w bym zaknes i cel.

! niepotreebne siresic

Czas trwania prac badawozych

Opls migjsca prowadrznia prad badawczych [m'ef_.-' ,:lnda-é m.in. rdz3) obiekty (. [Abcrarim,
sZilamia, mne fofowy, foion), numery pcr'\ssznre'l.-mermw 5p0SOD iCh UsyTUOwWania na ferenie
misjsca pIWaAZENiI Bac, 500500) Zabeznieraen pEed UGS arganzmaw sZkoaliwych]

PrOPONOWATY SPOSOD WYRORZyStania b Zniszcrenia, po Zakonczeniu kaidegn lapu prac
BANIWCZYCN, COgaRiZImow SZROAIWCh IUD reslin, |:|-.:4:L.m:m rSlinnych Uk prREdmICTE, KAOre ZostEng
uEgte 90 pEnGwWanych prac, b rosin, produkedw resinnych lub przedmictow, KIGre beda miaty koetakl
Z ofganEmai kwaranEnnowymi lub Fsinami, produkiami rosinnymi lub prredmisEmi, wXywanymi
g0 plancwanych prac (nakedy UWZgleanic m.n. Zasosowane pavamelry prEcy WZadPen, oZas
akEpazyEl.

Proponowany  sposOb odkaZania lub oczyszczania przedmictow, kiore beds ufvie do peac
BACIWCZYCN, D Kiore Deda misty Kontskl Z organizmami KwaEraEnnowymi luk reslinami, precuicami
roSlinmymi lub prEEamiGLIm, uEywanymi do pEnoWEnYCh prac (naieky WRZQIENIS m.iN. Z3Sns0wans
paEmEly QrEcy W23022n, G235 SRENAZYCY, MozE), Stefeme | wannkt uEyria aezynizitanty).

Proponowany punki WWOZu, W przypadiu preywadenia Z panshw trzecich onganzmaw szkodiwyc
roslin, produkiow FoSIneTyCh b DrEEdmcas.

0.

WiNaZ procedur badawezych | procedur poStEpowania Zapeaniajacych bezpieczensiwe fitosanitame.

Pieczatka i poapis
Winicskodawcy



(a) the following quarantine measures concerning the premises, facilities and working procedures:

— physical isolation from all other plant/harmful organism material, including consideration of control of
vegetation in surrnunding areas,

— designation of a contact person responsible for the activities,

— restricted access to the premises and facilities and to the surrounding area, as appropriate, to named personnel

only,

— appropriate identification of the premises and facilities indicating the type of activities and the personnel
responsible,

— maintenance of a register of the activities performed and a manual of operating procedures, including
procedures in the event of escape of harmful organisms from containment,

— appropriate security and alarm systems,

— appropriate control measures to prevent the introduction into and the spread within the premises of harmful
organisms,

— controlled procedures for sampling and for transfer between premises and facilities, of the material,
— controlled waste, soil and water disposal, as appropriate,

— appropriate hygiene and disinfection procedures and facilities for personnel, structures and equipment,
— appropriate measures and facilities for disposal of experimental material,

— appropriate indexing (including testing) facilities and procedures; and



(b} further quarantine measures according to the specific biology and epidemiology of the type of material involved
and the activities approved:

— maintenance in facilities with separate chamber ‘double door’ access to personnel,

— maintenance under negative air pressure,

— maintenance in escape-proof containers with appropriate mesh size and other barriers eg. water barder for
mites, closed soil containers for nematodes, electric insect traps,

— maintenance in isolation from other harmful organisms and material, e g. viruliferous plant food material, host
material,

— maintenance of material for breeding in breeding cages with manipulation devices,

— no interbreeding of the harmful organisms with indigenous strains or species,

— avoidance of continuous culture of the harmful organisms,

— maintenance under conditions that strctly control the multiplication of the harmful organism, e.g. under an
environmental regime such that diapause does not occur,

— maintenance in such a way that no spread by propagules can occur, eg. air streams should be awoided,

— procedures to check the purity of cultures of the harmful organisms for freedom from parasites and other
harmful organisms,

— appropriate control programmes for the materal to eliminate possible vectors,

— for in vitro activities, handling of the material under sterile conditions: equipping the laboratory for the
performance of aseptic procedures,

— maintenance of harmful organisms spread by vectors under conditions such that there is no spread via the
vector e.g. controlled mesh size, containment of soil,

— seasonal isolation to ensure the activities are done during periods of low plant health risk.



Types of licences to be issued for:

= Invertebrates

= Plant pathogens

= Plants

= Potatoes

= Soil

= Combinations of the above



Successful quarantine facilities
management

= Evaluation of risk

= Escape routes

= Physical barriers to minimise risk
= Education of users

= Enforcement of compliance

= Expect the unexpected
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http://www.kvue.com/story/news/investigations/defenders/2015/07/29/biolab-accidents-often-kept-secret/30852849/
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DEPARTMENT FOR ENVIRONMENT, FOOD AND RURAL AFFAIRS
WELSH GOVERNMENT

THE PLANT HEALTH (ENGLAND) ORDER 2005
THE PLANT HEALTH (WALES) ORDER 2006

LICENCE TO IMPORT, MOVE AND KEEF PROHIBITED SOIL FOR CHEMICAL AND
PHYSICAL ANALYSIS

Licence No. PHL 309/6853 (07/2012)
Renewal of Licence No. PHL 309/6601(07/2011)

1. This licence is issued for the purposes of plant health legislation only and provides no
authority in respect of any other matters, e.g. in relation to human or animal health. It is the
applicant's responsibility to ensure that he/she complies with any other relevant regulations
and requirements in addition to those relating to plant health.

2. In pursuance of Part 8 of the Plant Health (England) Order 2005 and of the Plant Health
(Wales) Order 2006 (hereafter referred to as 'the Orders') the Secretary of State of the Department
for Environment, Food and Rural Affairs (hereafter referred to as 'the Secretary of State') in relation
to England, and the Welsh Government, in relation to Wales, hereby authorises:

Scientific Analysis Laboratories Ltd
Hadfield House

9 Hadfield Street

Old Trafford

Manchester

M16 9FE

('the licensee') to import, move and keep the prohibited soil specified in Annex 1, subject to the
limitations and conditions set out below. The soil may be obtained or landed directly in England
and Wales from the sources stated in Annex 1, and/or from licensed sources in England and Wales.

Validity
3. This licence is valid from 01 July 2012 but subject to annual review.

Person(s) responsible
4. The person(s) responsible for the soil and under whose direct supervision it shall be kept is:

Mr Mark Lynch {Contact)
Mrs Jeanette Gibson

Mr Paul Harrington

Mr W Cohen

Mr C Rodger

Containment facilities
5. The material covered by this licence shall be held and used in the Cold Room, Sample
Reception, Inorganic Lab, Organic Lab & Extraction Lab, at the above address.

»d | pm |



= To prevent introduction, dissemination and release of
infested unchecked material for scientific purposes, it
is necessary to make an information campaign for
public, scientific institutions, universities and others

about regulations and requirements of plant health in
the EU.

http://piorin.gov.pl/zdrowie-roslin/prace-naukowo-
badawcze/
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Jestes tu: Strona glowna = Zdrowie roslin = Prace naukowo-badawcze

PIORIN PRACE NAUKOWO-BADAWCZE

Aktualnogci Fasady prowadzenia prac naukowo-badawczych oraz prac nad tworzeniem nowych

Zdrowie roglin odmian roslin uprawnych, z wykorzystaniem organizmow kwarantannowych lub matenatow

roslinnych niespetniajacych wymagan fitosanitarnych.

Obrdt wewnatrz UE (o)

Rejestr przedsigbiorcow Po przystapieniu Polski do Unii Europejskiej wprowadzono nowe zasady prowadzenia prac g

Paszportowanie rodlin naukowo-badawczych oraz prac nad tworzeniem nowych odmian roslin uprawnych, z ‘8
wykorzystaniem: organizmoéw kwarantannowych, materiatow roslinnych porazonych przez ]

Wymagania dla ziemniakdw . . - E . . [V
te organizmy lub materiatow roslinnych niespetniajgcych ustalonych  wymagan N

Dotacje przedmiotowe zdrowotnosciowych, lub materiatow roslinnych, ktorych nie wolno wprowadzac i

Ohbrét DMO przemieszczac na obszarze Wspolnoty. @

Prace naukowo-badawcze ) . )
Zasady prowadzenia tego typu prac, zostaty okreslone w art. 33 — 35 ustawy o ochronie

Organizmy szkodliwe roslin oraz w aktach wykonawczych do tej ustawy, 1j.:

Biuro nadzorujace - rozporzadzeniu Ministra Rolnictwa | Rozwoju Wsi w sprawie wzoru dokumentu

o przewozowego,
Nasiennictwo . o ) . . . . i R

- rozporzadzeniu Ministra Rolnictwa i Rozwoju Wsi w sprawie szczegdtowych warunkow
Srodki echrony roslin organizacyjno-technicznych prowadzenia prac badawczych,
Integrowana produkeja roélin - rozporzgdzeniu Ministra Rolnictwa 1| Rozwoju Wsi w sprawie sposobu przeprowadzania
GMO kontroli niektorych rosdlin, produktéw roslinnych lub przedmiotéw, ktore stanowig
szczegolne zagrozenie dla srodowiska.

Eksport i Import
Dziatalnos¢ laboratoryjna Podmiot, ktory jest zainteresowany prowadzeniem tego rodzaju prac, powinien zapewnic w

miejscu prowadzenia tych prac, odpowiednie warunki organizacyjno-techniczne oraz

Rolnictwo ekologiczne
uzyskac pozwolenie Ghownego Inspektora Ochrony Roslin | Nasiennictwa. Pozwolenie takie wydawane jest w drodze

Stownik pojec decyzji administracyjnej.
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Zasady prowadzenia prac naukowo-badawczych oraz prac nad tworzeniem no-
wych odmian roslin uprawnych z wykorzystaniem organizméw kwarantannowych
lub materiatow roslinnych niespetniajacych wymagan fitosanitarnych

Na $wiecie wystepuje wiele choréb i szkodnikéw, ktére moga atakowac rosliny i powodowac znaczne
straty w uprawach. Obowigzujace w Polsce przepisy prawa w zakresie nadzoru nad zdrowiem roslin
okreslajg zasady zapobiegania wprowadzeniu i rozprzestrzenieniu sie na terytorium kraju organizmow
szkodliwych dla roslin, produktéw roslinnych i przedmiotow.

Szczegdbine przepisy prawne dotyczg prowadzenia prac naukowo-badawczych oraz prac nad tworzeniem

nowych odmian roslin uprawnych z wykorzystaniem:

e organizméw szkodliwych (organizmoéw kwarantannowych i/lub organizméw niekwarantannowych
podlegajacych szczegdlnym regulacjom na terytorium Unii Europejskiej, np. Pepino mosaic virus),

e materiatow roslinnych porazonych przez te organizmy,

e materialéw roslinnych niespetniajacych ustalonych wymagan zdrowotnosciowych,

e materiatéw roslinnych, ktorych wprowadzanie i przemieszczanie na terytorium Wspéinoty jest zakazane,

zwanych dalej pracami badawczymi.



W przypadku stwierdzenia, ze prace badawcze prowadzone sa bez pozwolenia Gidwnego
Inspektora, wojewoédzki inspektor moze zastosowac srodki przewidziane w ustawie o ochronie
roslin, w tym kare grzywny okreslong w art. 107 ww. ustawy. O kazdym takim przypadku
niezwlocznie informowany jest Giéwny Inspektor.

HIEUPOWAZNIONYM i
wa'rR%P e Sl
VZOROBRONIONY 3

Fot. 2

Teksty wymienionych w ulotce przepiséw prawnych, wzér wniosku o wydanie pozwolenia oraz in-
formacje, ktore powinny by¢ zawarte w procedurach badawczych, do ewentualnego wykorzysta-
nia, znajdujg sie na stronie internetowej Inspekcji www.piorin.gov.p! (menu: Prawo oraz menu:
Wydziat Nadzoru Fitosanitarnego/Prace naukowo-badawcze), a szczegélowe informacje mozna
uzyskaé w Gtéwnym Inspektoracie Ochrony Roslin i Nasiennictwa.

Gtowny Inspektorat Ochrony Roslin i Nasiennictwa
00-930 Warszawa, ul. Wspo6ina 30

e:mail: gi@piorin.gov.pl

Wydziat Nadzoru Fitosanitarnego tel. (22) 623-20-28
Centralne Laboratorium tel. (66) 623-56-98

™ _1 A



Procedure to be applied in BiH (proposal):

1) Application submitted to the competent
authorities by an operator wishing to conduct
an activity with the use of the material;

2) Assessment of the application from formal and
merit points of view;

25



Procedure to be applied in BiH (proposal):

3) If details of application are considered satisfactory and
legitimate, an on-site inspection where the activity is
planned to be carried out, to check if general and specific
conditions are satisfied;

4) If facilities and conditions are considered satisfactory,
the Letter of Authority along with a permit specifying
conditions for storage, use and destruction (whatever
appropriate) of the material are issued by the competent
authorities; this allows for movement of the material;

26



Procedure to be applied in BiH (proposal):

5) During the conduction of the activity, the conditions and
facilities where the activity is conducted need to be officially
checked, at least once, but the timing and frequency of such
controls shall be decided on case-by-case basis, taking into
account the kind of the activity and the material being
handled.

The activity shall be stopped when it is found that the
conditions cease to be satisfied;

Finally, after the activity is finished, the competent authorities

shall make sure that the material is dealt with as originally
prescribed (e.g. utilized).

27



Ways of controls whether or
not rules are observed:

= Participation in scientific conferences

= Monitoring of published articles, scientific
magazines, etc.

= Monitoring of the Internet
= Monitoring of applications for grants and subsidies

= Monitoring of other useful sources of information,
such as EPPO databases, notifications by other
countries, etc.



How to deal with official phytosanitary
laboratories:

Due to the nature of their work, laboratories carrying out
analyses for the presence of harmful organisms must use,
in order to obtain reliable results, reference material that
would serve as negative or positive controls.

This requires possession of a variety of harmful organisms
for which analyzes need to be done.

As no one can predict the exact range of analyses, in fact
such laboratories must be prepared for various scenarios
and be ready for dealing with completely new risks.

The laboratories are therefore required to maintain
collections of relevant harmful organisms



How to deal with official phytosanitary
laboratories:

Due to their diversity, harmful organisms can be
maintained in different ways and possibilities are:

- deeply frozen material (e.g. certain viruses);
- lyophilized material (e.g. certain viruses or bacteria),
- cultures of bacteria or fungi on growing media;

- live inhabited plants or plant products (e.g. viruses in
plants, nematodes in soil);

- dead, preserved specimen of harmful organisms (e.qg.
insects).



How to deal with official phytosanitary
laboratories:

The laboratory also needs to keep the collection fully
operational and for this purpose the regular
multiplication of relevant harmful organisms is required
(e.qg. bacteria and fungi grown on growing media or
viruses in living plants).



So what is proposed?

The laboratories involved in routine diagnostics of
plants and planting material for the presence of
regulated harmful organisms shall obtain a general

authorization for work with the relevant harmful
organisms.



So what is proposed?

The procedure to obtain such an authorization is as follows:

1) Laboratories indicated as those which would deal with such
diagnostics need to be subject to an assessment if they
comply with specified safety conditions. Conditions include
general requirements to be satisfied by all laboratories and
specific conditions for specific harmful organisms or their
groups (e.qg. viruses, bacteria, fungi, insects, etc.).

2) The staff of the relevant laboratories shall get familiar with
this Procedure, but also with other specific documents
dealing with these issues

3) The assessment mentioned in point 1 above needs to be
targeted towards the intentional utilization of the relevant
laboratory.

4) An auditor/inspector carrying out assessment of conditions
can be supported by a specialist in relevant discipline.



So what is proposed?

Specific international documents dealing with these issues:

- Directive 2008/61/EC establishing the conditions under which
certain harmful organisms, plants, plant products (...) may
be introduced or moved within the Community (...), for trial
or scientific purposes and for work on varietal selection;

- EPPO Phytosanitary Procedure PM 3/64(1) "Intentional import
of organisms that plant pest or potential plant pests”;

- EPPO Protocol PM 7/84 "Basic requirements for quality
management in plant pest diagnosis”; and

- EPPO Protocol PM 7/98(2) "Specific requirements for
laboratories preparing accreditation for a plant pest
diagnostic activity”.



So what is proposed?

5) Following a positive assessment of the conditions, the
competent authority issues a general authorization for the
anticipated activity.

6) The competent authorities regularly supervise the relevant
laboratories, by physical visits to these laboratories,
analyzing relevant documents; and focusing on risky
situations, such as situations of cross-contaminations or
escapes of the harmful organisms to the environment.

7) In the event where the competent authority finds that the
conditions cease to be satisfied, these conditions need to be
immediately improved or the authorization shall be
withdrawn in the form of an official letter. In the latter case,
the laboratory concerned shall no longer be able to hold the
relevant harmful organisms and to carry out the relevant
diagnostic until the conditions are satisfied again.



Authorization for laboratories carrying out analyses with the use
of regulated harmful organisms

This is to certify that the following laboratory:
(name of the institution or specific part of it: department, section, etc.)

is authorized to work with harmful organisms listed in (here reference to specific
legislation and mention either all organisms or groups of them, or indicate names
of these organisms - in practice this can be all or selected harmful organism(s)
listed in Annexes I or II to Rulebook on lists of harmful organisms, lists of plants,
plant products and regulated objects, or a plant or a plant product listed in Annex
IIT to this Rulebook).

The work means storage, handling, multiplication and use of the above-mentioned
harmful organisms as a reference material for the purpose of carrying out
laboratory analyses or for demonstration purposes.

This authorization has been granted based on a comprehensive assessment of
facilities, staff competence and procedures which are in place for the work with the
above-mentioned harmful organismes.

The authorization is granted for a period of 5 years from the date of its issuance,
and can be prolonged based on positive outcome of an assessment carried out
after his period.

The authorization can be withdrawn any time if evidence shows that the laboratory
is no longer able to meet the safety conditions or that there is a risk of cross-
contanzjination or escape of any of organisms for which the authorization has been
granted.



THANK YOU FOR YOUR ATTENTION




