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	Department: Regulatory Affairs                                                                        FLSA Status: Non-Exempt
Reports to: Director of Regulatory Affairs                                                     Location: 110 Terry Drive



BASIC FUNCTION: Primary responsibility is writing regulatory submissions by successfully coordinating with the Manager for priorities; while maintaining compliance with cGMP requirements, FDA, OSHA, EPA, and DEA.
JOB RESPONSIBILITIES:
· Trains Regulatory Associate I

· Collaborates with R&D, QC and Production Managers

· Handles all aspects of regulatory submissions (i.e. ANDA and NDA)  

· Assists associates, coordinators, analysts, auditors and specialists as needed

· Handles and completes special projects as required

· Other duties as required or delegated

ESSENTIAL JOB REQUIREMENTS AND QUALIFICATIONS:
· BS Chemistry or Pharmacy 

· At least 2 years’ experience with technical writing 

· Minimum 5 years Pharma experience

· Proficient with Microsoft Word and Excel

· Continuous working knowledge of applicable DEA regulations
· Continuous working knowledge of applicable cGMP guidelines
PHYSICAL DEMANDS: While performing the duties of this job, the employee is required to walk, sit, and use hands to finger, handle or feel tools or controls, reach with hands and arms, balance, stoop, crouch, bend, talk and hear.  The employee must lift and/or move up to 20 pounds.  Specific vision abilities required by the job include close vision, distance vision, color vision, peripheral vision, and depth perception.
The job demands here are representative of those that must be met by an employee to successfully perform the functions of this job. Reasonable accommodations may be made to enable individuals with disabilities to perform the essential functions. This job description is not intended and should not be an exhaustive list of all principal job elements essential for recruitment and selection, for making fair job evaluations and for establishing performance standards. The percentage of time spent performing the various job duties is not absolute. The incumbent, who has the right to amend, modify, or terminate this job in part or in whole. This document is not a contract for employment.    
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