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Conclusion:  There are no Pharmacology/Toxicology issues that would prevent the 
approval of this NDA.

Signatures:

Shiny V. Mathew, Ph.D., Pharmacologist {see appended electronic signature page}
Linda H. Fossom, Ph.D., Supervisory Pharmacologist {see appended electronic signature 
page}
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Content Parameter Yes No Comment
7 Has the applicant submitted a statement(s) 

that all of the pivotal pharm/tox studies 
have been performed in accordance with the 
GLP regulations (21 CFR 58) or an 
explanation for any significant deviations? 

N/A

8 Has the applicant submitted all special 
studies/data requested by the Division 
during pre-submission discussions? 

N/A

9 Are the proposed labeling sections relative 
to pharmacology/toxicology appropriate 
(including human dose multiples expressed 
in either mg/m2 or comparative 
serum/plasma levels) and in accordance 
with 201.57? 

X

This 505(b)(2) application will be relying 
on content from RLD (Adderall®, Shire 
Laboratories, Inc. ) for the current labeling 
text.

10 Have any impurity – etc. issues been 
addressed?    (New toxicity studies may not 
be needed.) 

X

There are no currently known issues 
regarding new excipients, impurities and/or 
degradants present that may need to be 
qualified.  No filing issues have been 
identified by the Chemistry reviewer. 

11 Has the applicant addressed any abuse 
potential issues in the submission? 

N/A

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

N/A

IS THE PHARMACOLOGY/TOXICOLOGY 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. 

None at this time 
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Shiny Mathew, Ph.D.    {see appended electronic signature page} 
Reviewing Pharmacologist      Date 

Linda Fossom, Ph.D.    {see appended electronic signature page} 
Team Leader/Supervisor      Date
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