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United States Food and Drug Administration.

In a paper by Mulinari et al. [1], the divergent conclu-
sions reached by the authorities are discussed. The pur-
pose of this letter is not to discuss the conclusions
drawn by Mulinari et al. [1], but to comment on the way
they refer to an assessor at the MPA. By naming a spe-
cific assessor at the MPA, the reader is given the false
impression that a single employee is solely responsible
for the benefit-risk evaluation of a drug. We want to
emphasize that all assessments at the MPA are the work
of a team of assessors with complementary competen-
cies, including a comprehensive standardized quality as-
sessment procedure for each decision. Hence, it is the
MPA, as a national regulatory agency, that is responsible
for any opinion or decision. Besides giving a misleading
description of regulatory procedures, the publication of
an individual assessor’s name adds no scientific value to
the paper and could therefore have been omitted.
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