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	Department
	 Quality Assurance

	Job Title
	 Senior QA Associate
	FLSA Status
	 Exempt

	Role
	 N/A

	Sub Role (If any)
	 N/A

	Reports To
	 QA Manager



1. Role Purpose:
(Provide a summary of the primary purpose of this role)
	· Support and maintain core Quality Management System (QMS) functions—including Deviations, CAPAs, Change Controls, Complaint investigations, and related documentation—for compliance with cGMP, FDA requirements, and internal quality standards for oral solid dosage (OSD) manufacturing.
· Conduct, author, and review thorough investigations and root cause analyses, ensuring scientifically justified corrective and preventive actions.
· Draft, revise, and maintain controlled documents (SOPs, master batch records, qualification protocols, technical reports) to ensure alignment with regulatory expectations and current operational practices.
· Perform trend analysis and quality metric reporting to identify risks, systemic issues, and continuous improvement opportunities across manufacturing, packaging, engineering, and quality functions.
· Provide QA support during internal audits, customer audits, and regulatory inspections, ensuring inspection readiness and timely, accurate documentation.



2. Key Duties & Responsibilities:
(Briefly describe the essential activities that are performed by this role including key duties/responsibilities. Each statement should start with a verb. Additionally, indicate how frequently it is performed)
	· Review, approve, and manage Quality Event Records—including Deviations, Investigations, CAPAs, Change Controls, and Customer Complaints—ensuring accuracy, completeness, and compliance with cGMP and data integrity expectations.
· Perform structured root cause analyses (5 Whys, Ishikawa, FMEA) and ensure development, implementation, and effectiveness verification of CAPAs.
· Draft, revise, and review controlled documents, including SOPs, Work Instructions, batch records, risk assessments, qualification protocols, and technical reports.
· Conduct trend analysis of deviation classifications, recurring events, CAPA effectiveness, OOS/OOT outcomes, complaints, and other quality indicators to support continuous improvement and annual reporting needs.
· Review validation and qualification protocols and reports for processes, equipment, and utilities, ensuring alignment with approved procedures and regulatory standards.
· Evaluate change control requests for completeness, regulatory impact, cross-functional involvement, and appropriate justification.
· Collaborate with Manufacturing, Packaging, Engineering, and QC to resolve documentation issues, clarify procedures, and support compliant execution of operations.
· Participate in internal audits, inspection readiness activities, and regulatory inspections by preparing documentation, providing subject-matter support, and responding to auditor inquiries.
· Support training initiatives by explaining revised procedures, QMS expectations, and investigation-writing best practices to cross-functional personnel.
· Contribute to continuous improvement initiatives by identifying process gaps, recommending enhancements, and supporting implementation of quality improvements.
· Perform additional tasks as assigned to support the sustainability and evolution of the site Quality Management System.









3.Typical Supervisory Responsibility:
(Identify any responsibilities the role has for supervising others)
	· This position does not include direct supervisory responsibility but requires strong cross-functional influence and the ability to mentor less experienced QA personnel in writing investigations, understanding QMS processes, and adhering to compliance standards.






4. Education & Experience:
(Describe the education required for this role, including specifications, if any.  If equivalent experience or knowledge can be substituted for the educational requirements, A combination of Education and experience shall be considered.)

	Education Requirement
	Specialization (If any)

	· Bachelor’s degree in a scientific discipline (e.g., Chemistry, Biology, Pharmaceutical Sciences, Engineering) required.
· Advanced degree preferred but not required.
	



	Experience Requirement


(Describe the experience required for this role. Identify the type of experience, number of years, and any additional comments on the experience and education requirements for the role.  Also, include any geography specific requirement that differs from experience.)
	· Minimum 5–8 years of QA experience in a regulated pharmaceutical environment, with strong preference for oral solid dosage (OSD) operations.
· Demonstrated expertise in deviation investigation writing, CAPA management, change control processes, complaint handling, and technical documentation.
· Prior experience supporting regulatory inspections (FDA, DEA) strongly preferred.
· Experience working in electronic QMS platforms (MasterControl, TrackWise, Veeva, etc.).

	Number of Years 
(Minimum to Maximum)
	5-8+




Technical competencies/ Certifications/ Licenses:

(Briefly describe the required competencies such as skill, ability, and knowledge an individual must possess to perform the role. Also, identify any certification or licenses required to perform the role.)
	Technical competencies
	· Strong working knowledge of cGMP (21 CFR Parts 210/211), data integrity (ALCOA+), and ICH guidelines.
· Advanced written communication skills, with proven ability to author clear, concise, scientifically sound investigations and documents.
· Proficiency in conducting root cause analyses and developing robust CAPAs.
· Strong analytical skills, including trend analysis, KPI development, and risk assessment.
· Proficiency in Microsoft Office (Word, Excel, PowerPoint) and familiarity with electronic quality/document control systems.
· Excellent interpersonal and collaboration skills for working cross-functionally in a fast-paced environment.
· Strong organizational and prioritization abilities, with the capability to manage multiple tasks and deadlines.

	Certifications
	· ASQ certification (CQA, CQPA, CQE) or Six Sigma training preferred but not required.

	Licenses
	N/A

	Other
	N/A




5.Physical demand and Work environment:
(Provide details regarding the physical demands and work environment that are essential to the role)
a. Physical demands:
	· Regularly required to sit, stand, walk, and use hands to operate computers, office equipment, and documentation tools.
· Occasionally required to lift and/or move up to 20 lbs.
· May need to bend, reach, or crouch for document retrieval or filing.
· Vision requirements include close vision, distance vision, color vision, peripheral vision, and depth perception.


.
b. Work environment:
	This position is performed primarily in an office setting within a regulated pharmaceutical manufacturing facility. Work may periodically require entry into controlled manufacturing or laboratory areas for document review, process observation, or investigation support. All applicable gowning, PPE, and safety procedures must be followed. Extended hours may be required during audits, inspections, or high-priority quality events.



6.Compliance:
	· Comply with all Company codes, policies, and procedures concerning ethics, quality, and compliance, including compliance with applicable laws, rules and regulations, including the Food, Drug and Cosmetic Act and all associated regulations.
· Timely and satisfactory completion of all required training, including training related to ethics, compliance, quality, and position-specific requirements.
· Understand the compliance responsibilities of your role.
· Commit to the Company’s culture of ethics and compliance. 
· Report all known or potential violations of Company codes, policies, and procedures, or of applicable laws, rules and regulations, to the Company as contemplated by the Company’s policies and procedures, including SOP-0015 (Escalation to Management on Critical Matters Pertaining to Quality and Regulatory Compliance), or through the Company’s FaceUp portal, available by telephone or online (details below). 


Compliance Hotline # (205) 354-2405
www.faceup.com
Download Faceup App using the
Passcode # KVKxxxx1842
Or scan QR Code below
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