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PHARMACOLOGY/TOXICOLOGY FILING CHECKLIST FOR A
NEWNDAIBLA

Content Parameter Yes No Comment
9 Are the proposed labeling sections relative

to pharmacology/toxicology appropriate
(including human dose multiples expressed

Xin either mg/m2 or comparative
serum/plasma levels) and in accordance
with 201.57?

10 Have any impurity - etc. issues been No, the sponsor has not submitted any toxicity
addressed? (New toxicity studies may not studies to address the following product- and
be needed.) process-related impurities:

L.~,~
11 Has the applicant addressed any abuse Not Applicable tlWi~ (UAJ;~.v

potential issues in the submission?

12 If this NDA/BLA is to support a Rx to OTC
switch, have all relevant studies been Non Applicable
submitted?

IS THE PHARMACOLOGYITOXICOLOGY SECTION OF THE APPLICATION
FILEABLE? Yes

If the NDA/BLA is not fileable from the pharmacology/toxicology perspective, state the reasons
and provide comments to be sent to the Applicant.

Please identify and list any potential review issues to be forwarded to the Applicant for the 74
day letter.

Reviewing Pharmacologist

{(!JJ~
ate

Date

File name: 5_Phannacology_Toxicology Filing Checklist for a New NDA_BLA
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