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                                                                                                                                                                 Public Health Service
DEPARTMENT OF HEALTH & HUMAN SERVICES                                   Food and Drug Administration 

                  Memorandum

Date 8/29/13 

From Mahesh Ramanadham 
Team Leader (Acting) 
CDER/OC/OMPQ/DGMPA/NDMAB 

Kavita Vyas 
Chemist 
CDER/OPS/ONDQA/DNDQAI/BRIII 

Subject Concurrence with Dallas District Office (DAL-DO) Withhold Recommendation for 
NDA 204326/000, Amphetamine  ER ODT ) 

Thru Don Henry 
Branch Chief (Acting) 
CDER/OC/OMPQ/DGMPA/NDMAB 

Ramesh Sood 
Branch Chief 
CDER/OPS/ONDQA/DNDQAI/BRI 

To Memo-To-File NDA 204326/000 

              Applicant:  NEOS THERAPEUTICS INC 
        2940 NORTH HWY 360 STE 100 
        GRAND PRAIRIE TX 75050 
             

                       Establishment:  NEOS THERAPEUTICS INC 
            2940 NORTH HWY 360 STE 100 
            GRAND PRAIRIE TX 75050 
             FEI: 3010138966 
            

CDER/OC/OMPQ/DGMPA and CDER/OPS/ONDQA/DNDQAI have reviewed NEOS’ NDA 
204326/000 and responses to FDA’s May 29, 2013 discipline review letter under the CDER/office 
of product quality (OPQ) .  During review of the NDA, it was determined that the manufacturer 
had not demonstrated it was capable of manufacturing drug product of consistent and uniform 
quality. Batches manufactured in support of the application routinely failed to meet quality 
specifications.  Additionally the review of the executed and proposed manufacturing processes 
identified a lack of development and scientifically justified manufacturing operations.  Major 
deficiencies with the quality section of the NDA were communicated to NEOS in the May 29, 
2013 discipline review letter.  A decision was made to hold the pre-approval inspection of the 
finished drug product manufacturing facility until an acceptable response to these deficiencies 
was received. 

DGMPA and DNDQAI have reviewed NEOS’ August 1, 2013 response to FDA’s May 29, 2013 
discipline review letter and have found that the response to the identified deficiencies does not 
justify the use of FDA resources in conducting a pre-approval inspection.  NEOS’ response 
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acknowledges the deficiencies identified and proposes to manufacture supportive batches using 
a revised manufacturing process.  NEOS has not yet manufactured these batches and does not 
inform the Agency in the response as to when they intend to manufacture.  Additionally, NEOS 
does not identify what changes will be made to the manufacturing process or when these 
changes will be implemented.  Due to an absence of acceptable supportive batches and a 
developed manufacturing process, FDA finds that NEOS is not ready for an FDA pre-approval 
inspection in support of this NDA. DGMPA and DNDQAI conferred with DAL-DO regarding 
NEOS’ discipline review response and DAL-DO concurred that the site is considered ‘not ready’ 
for a pre-approval inspection.  Therefore DAL-DO entered a ‘with-hold’ recommendation for this 
facility.

DGMPA and DNDQAI concurs with DAL-DO’s withhold recommendation for NDA 204326 as FDA 
is unable to verify NEOS’ 1) readiness to manufacture, 2) conformance to application 
commitments and 3) the integrity of data presented in the application.

CDER/OC/OMPQ/DGMPA and CDER/OPS/ONDQA/DNDQAI Recommendation:   

Based on the DGMPA and DNDQAI assessment of NDA 204326/000, deficiencies conveyed in 
FDA’s May 29, 2013 deficiency review letter, and assessment of NEOS’ August 1, 2013 
response, DGMPA and DNDQAI concur with the DAL-DO’s recommendation to withhold approval 
of NDA 204326/000, Amphetamine  ER ODT . OMPQ and 
ONDQA concur that this site is ‘not ready’ for a pre-approval inspection in support of NDA 
204326/000. 

If you have any questions, please contact me at (301) 796-3272 or by email at 
Mahesh.Ramanadham@fda.hhs.gov 

Mahesh Ramanadham, PharmD/M.B.A., RPh. 
LCDR, USPHS 

Team Leader (acting) 
CDER/OC/OMPQ/DGMPA/NDMAB 
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cc:

DAL - District Pre-Approval Manager (PAM), Jose Martinez 
NDMAB Acting Team Leader 
CMS case #: 70503 
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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   
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