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Missing information:

It is evident that the column 'Vert. study Y or N' remains
empty throughout the document.

Title
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Published or not
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« Missing information:
* Neither designated picklist under 'Test animals' for 'Vert. Study - Y/N'

« Nor automatic assignment upon picklist in the feld of 'Species', 'Strain’, etc.
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« Generate Report: Document L (List of Literature References) - sorted by Section

Table 1.1. Table of Literature References

Udld rriz74-uuuly J/4-uul

not applicable 4

GLP: no
Unpublished (study report)

5.3.1.1 Oral - 1989 ACUTE ORAL - N Y (previously

infectivity and TOXICITY/PATHOGENICITY STUDY used) -
pathogenicity IN RATS evaluated for
(acute toxicity: oral) DAR 2007 Y
PP194-0001 P
L
—

GLP: yes (incl. QA statement)
Unpublished (study report)
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Questions:

« How should RMS address this issue during the Admissibility
Check?

 What is the anticipated approach by EFSA in this regard?
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