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6. Reporting of the PDE determination strategy

The identification of a “critical effects” in the establishment of a PDE as outlined in section 4 should be
based on a comprehensive literature search including handbook and monographs as well as searches
in electronic scientific databases. The search strategy and the results of the search must be clearly
documented. Following an expert review, the company should provide a discussion with respect to the
critical endpoints of concern and their rationale for the choice of endpoints and dose that is to be used
in the derivation of the PDE. The pivotal animal and human studies used for the derivation of the PDE
should be sourced to the original reference and reviewed regarding their quality (study design,
description of finding, accuracy of the report etc.). The PDE determination strategy should provide a
clear rationale regarding the adjustment factors that were applied in deriving the PDE. Moreover, in
order to provide an overview to the GMP inspectors, the initial page of any prepared PDE
determination strategy document should be a summary of the assessment process (please see Annex
for template example).
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Reference: Are Affygility Solutions' toxicologists certified? - OEL Fastrac Help

for registration (for example, by published works, reports, or
assessments), and current professional engagement in th
tice of toxicology (30, 31).
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.2 The establishment of an HBEL is a process that requidgs
‘expertise and needs to be done by a qualified expert and, 1
possible, should be peer reviewed by relevant subject matter
experts. A curriculum vitae (CV) should be available on
request that demonstrates the educational background (for
example, toxicology, pharmacology, medicine, or other health-
related disciplines), certifications such as the Diplomate of the
American Board of Toxicology (DABT) or European Regis-
tered Toxicologist (ERT), years of experience in the field, and
publications related to the field. While all are not required for
a “qualified expert,” the appropriate documentation in these
areas demonstrates the expertise to work in this area. Typically,
certification registries require an academic degree in a relevant
subject, basic knowledge of the major areas of toxicology, at
least five years of relevant toxicological experience, suitability




