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High Risk Plants – Change in legislation 
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High Risk Plants – Article 42
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Article 42
Restrictions on the basis of a preliminary assessment for the introduction into the
Union territory of high-risk plants, plant products and other objects



Commission Implementing Regulation (EU) 2018/2019

 List of High-Risk Plants for which import from third 
countries is prohibited pending Risk Assessment, which is 
performed by EFSA

 It will apply from 14 December 2019

High Risk Plants – Establishing the list
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High Risk Plants – What is considered
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 List of High-Risk plants (Commission Implementing Regulation (EU) 2018/2019)



High Risk Plants - CRA Procedure
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Additional information
required

Applicant Country Dossier
Commodity RA

published



Addressing the request from EC, EFSA published 

 Technical Report: Information required for dossiers to support 
demands for import of high risk plants, plant products and other 
objects as foreseen in Article 42 of Regulation (EU) 
2016/2031(31/10/2018)

 Scientific Opinion: Guidance on commodity risk assessment 
for the evaluation of high risk plants dossiers(29/04/2019)

and conducted a 
Webinar: How to prepare dossiers to support demands for 

import of high-risk plants and plant products (12/02/2019)

Technical dossiers – EFSA actions
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https://www.efsa.europa.eu/en/supporting/pub/en-1492
https://www.efsa.europa.eu/it/efsajournal/pub/5668
https://www.efsa.europa.eu/en/events/event/webinar-how-prepare-dossiers-support-demands-import-high
https://www.efsa.europa.eu/en/events/event/webinar-how-prepare-dossiers-support-demands-import-high
https://www.efsa.europa.eu/en/events/event/webinar-how-prepare-dossiers-support-demands-import-high


Necessary to support the demand of import

Sent by NPPO of non-EU country or group of 
third countries

Composed of three main sections

 Commodity description

 Identification of pests associated with the commodity

 Phytosanitary mitigation measures

Technical dossiers – Compilation
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 For the described commodity a 
comprehensive list of all the pests that can 
affect the commodity species in the exporting 
country should be reported.

According to specific requirements some of 
these pests would be considered as actionable

 For these pests phytosanitary mitigation 
measures may be specified to ensure pest 
freedom of import consignments

Technical dossiers - Contents  
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Technical dossiers – Actionable pests

An actionable pest is a pest of regulatory significance 
that can be associated with the considered commodity
Pest 
species

Absent in  
EU

Association 
with the 
commodity

Evidence 
should be 
provided

Evidence of 
impact

Evidence 
should be 
provided

Pest for which 
phytosanitary 
mitigation 
measures may 
be required

Pest 1 X X X X
Pest 2 ☐ X X ☐

Pest 3 X ☐ ☐ ☐

Pest 5 X X ☐ ☐

Pest 6 X ☐ ☐ ☐

Pest n ☐ ☐ ☐ ☐
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EFSA staff together with Working Group 
experts perform

Completeness and Content check of the technical 
dossier

Assessment of the overall efficacy of 
phytosanitary mitigation measures for each pest 
species with associated uncertainties: Expert 
Knowledge Elicitation

Commodity Risk Assessment -
Dossier Evaluation
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Commodity Risk Assessment –
Evaluation of Proposed Measures
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Pest 
species RRO1 RRO2 RRO3 RRO4 RRO5 RRO6

Pest 
Freedo

m
Pest 1 x x x Almost 

certain
Pest 2 x x x Extreme

ly likely
Pest 3 x x x Likely
Pest 4 x x x Extreme

ly likely
Pest 5 x x x Extrem

ely likely

Pest 6 x x x Almost 
certain



Commodity Risk Assessment -
Likelihood Classes of Pest Freedom
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Probability term Probability of one 
consignment being 
“pest free”

Explanation using repeated consignments

Almost certain 99.95% - 100% More than 9995 of 10000 consignments are on average pest free. 
(Less than 5 of 10000 are infested;  on average at most one of every 2000 consignments is 
infested)

Extremely likely 99.90% - 99.95% Between 9990 and 9995 of 10000 consignments are on average pest free. 
Between 5 and 10 of 10000 are infested;  on average at most one of every 1000 consignments 
is infested. 

Very likely 99.5% - 99.9% Between 995 and 999 of 1000 consignments are on average pest free. 
(Between 1 and 5 of 1000 are infested;  on average at most one of every 200 consignments is 
infested

Likely 99.0% - 99.5% Between 990 and 995 of 1000 consignments are on average pest free. 
(Between 5 and 10 of 1000 are infested;  on average at most one of every 100 consignments 
is infested

Moderate likely 95% - 99% Between 95 and 99 of 100 consignments are on average pest free 
(Between 1 and 5 of 100 are infested;  on average at most one of every 20 consignments is 
infested )

Unlikely 90% - 95% Between 90 and 95 of 100 consignments are on average pest free. 
(Between 5 and 10 of 100 are infested;  on average at most one of every 10 consignments is 
infested )

Very unlikely 50% - 90% Between 5 and 9 of 10 consignments are on average pest free. 
(Between 1 and 5 of 10 are infested;  on average at most one out of two consignments is 
infested )

Extremely unlikely 0% - 50% Between 0 and 5 of 10 consignments are on average pest free. 
(Between 5 and 10 of 10 are infested;  on average at most every consignments is infested )



As requested, EFSA Panel on Plant health, in is advisory
capacity of Risk Assessor, is delivering a scientific
opinion on the risk assessment for the EU territory
for the “high-risk plants, plants products or other
products” included in the dossier submitted by a specific
third country, as part of the mandate M-2018-0029.

Conclusion – Scientific Opinion
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Based on the risk assessment the Risk Managers (EC) 
can conclude that the commodity

 does not pose a risk 
 poses an unacceptable risk which cannot be reduced to an 

acceptable level by applying specific measures
 poses an unacceptable risk, but that that risk can be 

reduced

Resulting to the addition of the Commodity for the 
specific non-EU country to another Article specific list

Conclusion – Risk assessment output use
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Conclusion – Recap
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Next 17th October EFSA will conduct a Webinar on

High Risk Plants:

Part 1 - Application of a systematic methodology to identify all 
the pests potentially associated with the commodity and

Part 2 - Case study on dossier for fruits of Momordica L. 
originating in countries where Thrips palmi is known to occur

Conclusion – Further steps
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Thank you!

Any question?
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