




















From the explanotory notes PAFF-PPL-October 2023-Doc.A.07.01
As example

All data requirements where the requested information is not necessary ‘owing to the nature of
the PPP or its proposed uses, or it is not scientifically necessary, or it is technically not possible
to supply’ (point 1.5 of the introduction to the Annex of Regulation (EU) No 283/2013).

According to the uniform principles the biological properties and the mode of action of a micro-
organism are the first and crucial step in the evaluation process, because they define which are
the aspects and elements on which the evaluation should focus, and also which aspects are not
relevant for this specific micro-organism. The information provided in this Section can be used
as (part of) a justification, by following a weight of evidence approach, to address certain points
In other sections of the evaluation.

From the dRR template on products example: A summary on potential infectivity and
pathogenicity of the micro-organism to birds shall be provided, based on experimental data
and/or the information already provided under Sections 1 (Identity), 2 (Biological properties), 3
(Further information), 5 (Effect on human health) and 7 (Environmental occurrence of the micro-
organism) and that information which may be retrieved from any other reliable source.



This stresses the importance of the
section and due to the unclarities
mentioned by me before

we would like to stress once again the
Importance of splitting into numbers as to
the respective data requirement



Content of the active substance

Units:

- CFU

- U

- ITU

-  Spores

- Cells

- OB

- (Genome copies

Issues with validation if the appropriate unit is introduced via option ,,Other*






