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  Initial Quality Assessment
Branch I 

OND Division:              Division of Cardiovascular and Renal Products 
              NDA:      202439 

                  Applicant:       Johnson & Johnson Pharm. Research & Development
                           Letter Date:              Jan 05, 2011      

Stamp Date:              Jan 05, 2011 
PDUFA Date:              Nov 05, 2011           

                           Tradename:               Xarelto 
                Established Name:               Rivaroxaban 

Dosage Form:              Tablets, 15 and 20 mg 
Route of Administration:             Oral 

                              Indication:              Prevention of stroke and systemic embolism in patients     
with non-valvular atrial fibrillation 

                            Assessed by:    Kasturi Srinivasachar 
ONDQA Fileability:            Yes 

Reference ID: 2898575









Comments and Recommendations 
The application is fileable.  Facilities have been entered into EES and an overall 
recommendation of “Acceptable” has already been issued by the Office of Compliance.  A single 
reviewer is recommended since the review will involve only the drug product. 

Kasturi Srinivasachar                                                  Jan 28, 2011
Pharmaceutical Assessment Lead                                                          Date 

Ramesh Sood, Ph.D.                                                                      Jan 28, 2011
Branch Chief                                                                                           Date 

Reference ID: 2898575





13 Has an investigational formulations 
section been provided? X

14 Is there a Methods Validation 
package? X Section 3.2.R. 

15
Is a separate microbiological section 
included? X

Solid oral dosage form.  See section 3.2.P.2.5 

16 Have all DMF references been 
identified? X

DMF 21581 for Drug Substance 
DMFs 21580 and 21592 for Drug Product 
Packaging DMFs see Sec. 1.4.2 

IS THE PRODUCT QUALITY SECTION OF THE APPLICATION FILEABLE?        Yes  

Please identify and list any potential review issues to be forwarded to the Applicant for the 74-day letter:
None identified so far.

Kasturi Srinivasachar                                         28-Jan 2011   
Product Quality Reviewer       Date 

Reference ID: 2898575
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