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Items that may be claimed confidential (under 
Regulation (EC) No 1107/2009)
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g. When submitting an application, supporting scientific data and other supplementary information under Regulation (EC) No 1107/2009

Legal basis under which the request 

may be submitted

Items that may be claimed confidential

Article 63(2)(a) of Regulation (EC) 

No 1107/2009 (making reference to 

Article 39 of Regulation EC No 

178/2002)

the manufacturing or production process, including the method and innovative aspects thereof, as well as other 

technical and industrial specifications inherent to that process or method, except for information which is relevant to the 

assessment of safety;

commercial links between a producer or importer and the applicant or the authorisation holder, where applicable;

commercial information revealing sourcing, market shares or business strategy of the applicant

quantitative composition of the subject matter of the request, except for information which is relevant to the 

assessment of safety

Article 63(2)(b) of Regulation (EC) 

No 1107/2009

the specification of impurity of the active substance and the related methods of analysis for impurities in the active 

substance as manufactured, except for the impurities that are considered to be toxicologically, ecotoxicologically or 

environmentally relevant and the related methods of analysis for such impurities

Article 63(2)(c) of Regulation (EC) 

No 1107/2009

results of production batches of the active substance including impurities

Article 63(2)(d) of Regulation (EC) 

No 1107/2009

information on the complete composition of a plant protection product

Article 39(e)(2) of Regulation (EC) 

No 178/2002

names and addresses of natural persons authoring unpublished studies

any other personal data except for 

a. the name and address of the applicant; 

b. the names of authors of published or publicly available studies supporting such requests; and 

the names of all participants and observers in meetings of the Scientific Committee and the Scientific Panels, their 

working groups and any other ad hoc group meeting on the subject matter.

Article 39(e)(2) of Regulation (EC) 

No 178/2002 

personal data (names and addresses) of individuals involved or contained in testing on vertebrate studies and in 

toxicological information and personal data of individuals involved or contained in human studies, as well as the name of 

authors of any unpublished studies



Mapping to IUCLID format - quantitative composition 
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Confidentiality can be 
claimed at the IUCLID 
document level

Decision 
dependant on 
relevance of 
impurity/met
abolite

Substance of 
concern = 
True or False

IUCLID elements 
filtering could be 
applied



Mapping to IUCLID format - GDPR
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Need to discriminate 
between GLP study reports 
and ‘Sanitised’ versions

Mapping to IUCLID format - Attachments
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Stay connectedStay connected

Subscribe to

efsa.europa.eu/en/news/newsletters

efsa.europa.eu/en/rss

Receive job alerts

careers.efsa.europa.eu – job alerts

Follow us on Twitter

@efsa_eu

@plants_efsa

@methods_efsa

@animals_efsa

Follow us Linked in

Linkedin.com/company/efsa

Contact us

efsa.europa.eu/en/contact/askefsa
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