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NDA 202080 
 

Oxecta (Oxycodone Hydrochloride) Tablets 
 

Summary of the Basis for the Recommended Action 
 from Chemistry, Manufacturing, and Controls 

 
Applicant:   King Pharmaceuticals R &D, Inc 
  4000 CenterGreen Way, Suite 300 
  Cary, NC 27513 

 
Indication:    
Management of moderate to severe pain where the use of an opioid analgesic is 
appropriate. 
 
Presentation: The drug product (tablets 5 mg and 7.5 mg) are packaged in HDPE bottles 
with  child resistant closure.  
 
EER Status: Recommendations:    Acceptable 
Consults: EA –     Categorical exclusion provided 
 CDRH-   N/A 
 Statistics –    N/A 
 Methods Validation –  Not recommended 
 DMETS-   Acceptable 

Biopharm–   N/A 
Microbiology –   Satisfactory 

 Pharm/toxicology –  Satisfactory 
 
Original Submission: 17-Dec-2010 
 
Post-Approval CMC Agreements: None   
 
Background:  
This is a priority NDA (6 months) for oxycodone tablets with claimed  
formulation.  NDA in electronic format with electronic labeling provided in SPL format. 
This NDA is filed as a 505(b) 2 application. 
 
Reference is made to the CMC review by Dr. Julia Pinto entered into DARRTS on 
5/24 where she had asked the sponsor to provide updated specifications for 
dissolution and   This request was sent to the sponsor on 5/24 and 
updated specifications along with stability data were provided to the Agency in an 
amendment dated 5/31/2011.  The limits for were revised to NMT 
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 and dissolution acceptance criterion was revised to Q=  in 15 minutes as 
requested by the Agency.   
 
The proposed limits meet the Agency’s expectations and the issue is now considered 
resolved.   
 
In addition, the proprietary name “Oxecta” was found acceptable by the Agency.   
 
Conclusion:  The drug product is satisfactory.   
 
Overall Conclusion:  
From a CMC perspective, the application is recommended for approval.  

 
 
Prasad Peri, Ph.D. 
Branch Chief, 
DPA III/ONDQA 
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PRASAD PERI
06/14/2011
Close out last CMC Amendment with updated specs for dissolutiona 
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NDA 202080 
 

TradeName (Oxycodone Hydrochloride) Tablets 
 

Summary of the Basis for the Recommended Action 
 from Chemistry, Manufacturing, and Controls 

 
Applicant:   King Pharmaceuticals R &D, Inc 
  4000 CenterGreen Way, Suite 300 
  Cary, NC 27513 

 
Indication:    
Management of moderate to severe pain where the use of an opioid 
analgesic is appropriate. 
 
Presentation: The drug product (tablets 5 mg and 7.5 mg) are packaged in HDPE bottles 
with  child resistant closure.  
 
EER Status: Recommendations:    Acceptable 
Consults: EA –     Categorical exclusion provided 
 CDRH-   N/A 
 Statistics –    N/A 
 Methods Validation –  Not recommended 
 DMETS-   Acceptable 

Biopharm–   N/A 
Microbiology –   Satisfactory 

 Pharm/toxicology –  Satisfactory 
 
Original Submission: 17-Dec-2010 
 
Post-Approval CMC Agreements: None   
 
Background:  
This is a priority NDA (6 months) for oxycodone tablets with claimed  
formulation.  NDA in electronic format with electronic labeling provided in SPL format. 
This NDA is filed as a 505(b) 2 application. 
 
Drug Substance:  
The drug substance is made by  and is referenced to DMF 

  This DMF was found adequate in a review dated Jan-4-2011.  The drug 
substance is a white crystalline powder with a melting point between 220ºC.   Release 
specifications for Oxycodone HCl by the supplier comply with the USP monograph and 
include appearance, identification, specific rotation, water content, residue on ignition, 
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 These potential abuse deterrent (Aversion 
Technology) properties have been evaluated by Controlled Substance Staff (CSS).   
 
The drug product is packaged in HDPE bottles with child resistant closures. The 
recommended storage temperature is 25° C (77° F) with excursions permitted from 15° 
to 30°C (59°-86°F) and an expiry of 24 months.   
 
The manufacturing process of the drug product uses  

 The product is manufactured by King 
Pharmaceuticals, Cary, NC.  Commercial batches of tablets are about  Tablets.   
 
The proposed specifications for the drug product are description, identity, assay, content 
uniformity, dissolution, impurities, , and friability.   
 
The stability data provided in the application support a shelf life of 24 months for the 
drug product.  
 
CMC issues that are still pending: An update to drug product specifications is being 
sent by the applicant to reflect the agreed upon dissolution and  

 acceptance criteria.   
 
Conclusion:  The drug product is satisfactory.   
 
Overall Conclusion:  
From a CMC perspective, the application is recommended for approval.  

 
 
Prasad Peri, Ph.D. 
Branch Chief, 
DPA III/ONDQA 
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PRASAD PERI
05/28/2011
recommend Approval
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JULIA C PINTO
05/24/2011

PRASAD PERI
05/24/2011
I concur
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Initial Quality Assessment 
Division III, Branch VIII 

Office of New Drug Quality Assessment 
Division of Anesthesia, Analgesia and Addiction Products   

 
 
OND Division:    Anesthesia, Analgesia and Addiction   
NDA:     202-080 
Type:     3P 
Applicant:    King Pharmaceuticals  
Stamp date:    December 17, 2010 
PDUFA Date:    June 17, 2011 (applicant requested P status) 
Trademark:    ACUROX®  
Established Name: Oxycodone HCl  
Dosage Form:    Tablets (5mg, 7.5mg) 
Route of Administration:  Oral 
Indication:    Management of moderate to severe chronic pain 
Pharmaceutical Assessment Lead:  Danae D. Christodoulou, Ph.D. 
      YES  NO 
ONDQA Fileability:     √              
Comments for 74-Day Letter:     √                           
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product shelf-life specifications. Longest stability data provided is 12 months under normal storage, and 
6 months under accelerated storage. Stability protocols are provided in the NDA.  
The proposed shelf-life of 24 months was based on real time data from the King batches and statistical 
analysis evaluation using . The limiting attribute was  with 
estimated shelf life of 24 months. The expiration dating proposed should be assessed as per ICH Q1E.  
Photostability testing has not been reported and should be requested.  
 
Labeling: Provided in M1 (draft container labels and annotated package insert). Labeling information 
on the container labels and packaging insert should be assessed with respect to CMC requirements. Draft 
labeling text in SPL format has not been provided and should be requested. 
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D. Comments for the 74-day Letter:   
- Provide photostability testing for the drug product, as per ICH Q3B. 

 
 
E. Recommendation for fileability: The NDA is fileable based on pre-NDA agreements 

and sufficient number of registration (6) batches and long term data (up to 12 months). 
The NDA is suitable for evaluation and assessment based on FDA and ICH guidelines 
for submitting CMC information for New Drug Applications. 

 
Recommendation for Team Review: The NDA is not recommended for team review, 
since it is a 505(b)(2) application, the drug substances are not NMEs, the formulation 
does not include novel excipients and the manufacturing process for the drug product 
does not present complexity, e.g., novel delivery or device issues. However, 
biopharmaceutics evaluation of the dissolution method has been requested.  
 
Consults  
Specifications for impurities should be evaluated in consultation with the Toxicology 
reviewer. 
No statistical consult was deemed necessary. A microbiology consult may be requested 
by the primary reviewer upon evaluation of the applicant’s justification. 

  
 
 

 
Danae D Christodoulou, Ph.D.   2/2/2011   
 CMC Lead       Date 

 
Prasad Peri, Ph.D.     2/2/2011 
Branch VIII Chief (Acting) Date      

Reference ID: 2902849





 

 13

7. 

Are drug substance manufacturing 
sites identified on FDA Form 356h 
or associated continuation sheet?  
For each site, does the application 
list: 
• Name of facility, 
• Full address of facility including 

street, city, state, country  
• FEI number for facility (if previously 

registered with FDA) 
• Full name and title, telephone, fax 

number and email for on-site contact 
person.  

• Is the manufacturing responsibility 
and function identified for each 
facility?, and 

• DMF number (if applicable) 

X   

8. 

Are drug product manufacturing 
sites are identified on FDA Form 
356h or associated continuation 
sheet.  For each site, does the 
application list: 
• Name of facility, 
• Full address of facility including 

street, city, state, country  
• FEI number for facility (if previously 

registered with FDA) 
• Full name and title, telephone, fax 

number and email for on-site contact 
person. 

• Is the manufacturing responsibility 
and function identified for each 
facility?, and 

• DMF number (if applicable) 

X  Clarifications and communications with OC. 

9. 

Are additional manufacturing, 
packaging and control/testing 
laboratory sites are identified on 
FDA Form 356h or associated 
continuation sheet. For each site, 
does the application list: 
• Name of facility, 
• Full address of facility including 

street, city, state, country  
• FEI number for facility (if previously 

registered with FDA) 
• Full name and title, telephone, fax 

number and email for on-site contact 
person. 

• Is the manufacturing responsibility 
and function identified for each 
facility?, and 

• DMF number (if applicable) 

 X Clarifications and communications with OC. 
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DANAE D CHRISTODOULOU
02/08/2011
Initial Quality Assessment

PRASAD PERI
02/08/2011
I concur
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