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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 

2. Ways of controls of proper implementation 

3. 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 organisms, 
  - 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[Repealed C.D. 95/44/EC with its amendments  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 
„material“ (2008/61/EC) 

Material means: 

• Regulated harmful organisms 
to be used for scientific trials 
(viruses, bacteria, insects, 
etc.) 
 

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

Anoplophora spp. 

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 material“ 

Application (operator) 

Approval /inspection (PPS) 

Letter of authority (PPS) 
for movement of 

the material 
within the EU 

under quarantine 
conditions 

for introduction 
of the material 
into the EU under 
quarantine 
conditions 

Inspection / tests of the 
„material“ (PPS) 

Information about the arrival 
of the „material“ (operator) 

Post-entry quarantine of the 
„material“ (PPS) 

Release of non 
contaminated „material“ 

Destruction of contaminated 
„material“ 

Results of diagnosis? 

  

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








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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 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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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; 
 

Procedure to be applied in BiH (proposal): 
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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; 

Procedure to be applied in BiH (proposal): 
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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).  
 

Procedure to be applied in BiH (proposal): 



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.g. 
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.g. 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.g. 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 
III 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 organisms. 

•   
• 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-
contamination or escape of any of organisms for which the authorization has been 
granted. 
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