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Application number: NDA 205-053

Supporting document/s: 1

Applicant’s letter date: January 24, 2013

CDER stamp date: January 25, 2013

Product: NOXAFIL® (posaconazole) Tablet

Indication: Prophylaxis of invasive Aspergillus or Candida infections 
in patients, 13 years of age and older, who are at high risk 
of developing these infections due to being severely 
immunocompromised, such as hematopoietic stem cell 
transplant (HSCT) recipients with graft-versus-host 
disease (GVHD) or those with hematologic malignancies 
with prolonged neutropenia from chemotherapy.

Applicant: Merck Sharp and Dohme
One Merck Drive
P.O. Box 100
Whitehouse Station, New Jersey 08889-0100

Review Division: Division of Anti-infective Products

Reviewer: Owen McMaster, Ph.D.

Supervisor/Team Leader: Wendelyn Schmidt, Ph.D.

Division Director: Sumathi Nambiar, M.D.

Project Manager: Alison Rodgers

Disclaimer

Except as specifically identified, all data and information discussed below and necessary for approval of 
NDA 205-053 are owned by Merck or are data for which Merck has obtained a written right of reference.
Any information or data necessary for approval of NDA 205-053 that Merck does not own or have a 
written right to reference constitutes one of the following: (1) published literature, or (2) a prior FDA 
finding of safety or effectiveness for a listed drug, as described in the drug’s approved labeling.  Any data 
or information described or referenced below from a previously approved application that Merck does not 
own (or from FDA reviews or summaries of a previously approved application) is for descriptive 
purposes only and is not relied upon for approval of NDA 205-053.
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1 Executive Summary

1.1 Recommendations

1.1.1 Approvability

There are no nonclinical pharmacology or toxicology data that preclude the approval of 
NOXAFIL tablets.

1.1.2 Additional Non Clinical Recommendations

No additional nonclinical pharmacology or toxicology studies of NOXAFIL tablets are 
being recommended at this time.

1.1.3 Labeling

No labeling changes are being recommended at this time. 
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Content Parameter 

 
Yes

 
No

 
Comment 

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? 

√ 
  

 
 
 

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

√ 
  

 
 

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. 
 
 
 
 
 
 
Reviewing Pharmacologist      Date 
 
 
Team Leader/Supervisor      Date 
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