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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)
	· Ensure the quality, accuracy, and compliance of GMP documentation, batch records, and laboratory data generated within sterile injectable manufacturing environments in alignment with 21 CFR Parts 210/211, Part 11, USP, ICH Q7/Q10, and EU Annex 1 requirements.
· Perform advanced GMP data review (laboratory, production, equipment, and environmental) to support timely batch disposition, ensuring ALCOA+ data integrity principles are consistently upheld.
· Serve as a Quality Assurance subject matter expert (SME) for aseptic operations, equipment readiness, component release, and sterile manufacturing support activities.
· Support deviation, OOS, investigation, and change control processes through data review, fact gathering, and QA oversight.
· Provide on-the-floor QA presence within classified areas to ensure compliance with aseptic technique, gowning, documentation, and operational standards.
· Contribute to the continuous improvement of quality systems, procedures, and documentation to strengthen data reliability, reduce errors, and enhance operational compliance.



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 and approve manufacturing batch records, logbooks, equipment forms, and associated GMP documentation for completeness, accuracy, data integrity, and adherence to approved procedures.
· Perform detailed laboratory data review (microbiology, chemistry, environmental monitoring, utilities testing, in-process data) to ensure compliance with ALCOA+ principles and acceptance criteria.
· Provide routine on-the-floor QA oversight within classified areas (Grades A–D) to verify aseptic technique, gowning compliance, documentation accuracy, and operational adherence to SOPs.
· Conduct walk-throughs of manufacturing, utilities, and support areas to ensure compliance with documentation practices, sample accountability, equipment status verification, and data integrity expectations.
· Review and approve SOPs, protocols, controlled documents, and equipment/utility readiness documentation to ensure regulatory and internal compliance.
· Support deviations, OOS/OOT investigations, and change controls through objective data review, evidence gathering, and QA input while maintaining independence from investigator ownership.
· Evaluate component, material, and equipment qualification and release status to ensure proper readiness prior to manufacturing use.
· Verify adherence to aseptic behaviors, gowning requirements, EM processes, cleaning/sanitization documentation, and contamination control practices.
· Monitor compliance with manufacturing, QC, and Facilities/Engineering documentation requirements, escalating nonconformances as appropriate.
· Support internal and external audits/inspections by preparing documentation, retrieving records, and providing SME-level information related to QA oversight and data review.
· Participate in quality improvement initiatives aimed at reducing documentation errors, strengthening data governance, and improving right-first-time execution.
· Contribute to the drafting, revision, and enhancement of SOPs, forms, templates, and workflows to support ongoing cGMP and data-integrity improvements.
· Provide QA guidance and real-time support to Production, QC, Facilities & Engineering, and other cross-functional teams to ensure compliant sterile manufacturing operations.
· Serve as a senior resource and assist in the training and mentoring of junior QA personnel regarding GMP expectations, data integrity, and documentation standards.
· Perform other duties as assigned to support QA operations and site readiness.





3.Typical Supervisory Responsibility:
(Identify any responsibilities the role has for supervising others)
	N/A






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 Biology, Chemistry, Microbiology, Pharmaceutical Sciences, or a related scientific discipline 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.)
	· 4-8 years of GMP experience in sterile injectables, aseptic manufacturing, QC microbiology/chemistry, or pharmaceutical QA roles.
· Strong experience in data review (lab, batch records, logbooks, EM, equipment/utility data) in a regulated environment highly preferred.
· Prior on-the-floor QA support in classified areas (Grades A–D) is strongly preferred.

	Number of Years 
(Minimum to Maximum)
	4-8




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
	· Advanced knowledge of GMP regulations, 21 CFR 210/211, Part 11, EU Annex 1, USP, and ICH guidelines.
· Strong proficiency in ALCOA+ data integrity principles and practical application in laboratory and manufacturing environments.
· Experience reviewing QC laboratory data (micro, chemistry, EM, utilities) for sterile manufacturing operations.
· Demonstrated ability to interpret and review batch records, logbooks, equipment forms, and controlled documents.
· Strong understanding of aseptic technique, gowning classifications, cleanroom behavior, and contamination control principles.
· Ability to support and review deviations, OOS/OOT events, and change controls without assuming investigator ownership.
· Excellent written and verbal communication skills, including the ability to clearly document QA assessments and provide feedback.
· Proficient in Microsoft Office (Word, Excel, Outlook) and GMP electronic systems (LIMS, EDMS, QMS platforms).
· Strong time-management skills with the ability to prioritize workload in a fast-paced sterile manufacturing environment.

	Certifications
	N/A

	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:
	· Lift, push, or pull up to 25 pounds occasionally.
· Stand, walk, or sit for extended periods during document review, inspections, or floor oversight.
· Enter cleanrooms and classified manufacturing areas requiring extended periods in full aseptic gowning.
· Perform tasks requiring bending, reaching, or working in proximity to manufacturing equipment.
· Maintain visual acuity required for detailed data and documentation review.



.
b. Work environment:
	This position operates within a sterile injectable manufacturing facility that includes classified cleanroom environments (Grades A–D), laboratory spaces, and office settings. Work requires routine entry into controlled areas, adherence to aseptic gowning requirements, and close collaboration with Production, Facilities & Engineering, and Quality Control teams. The role supports a fast-paced, compliance-driven environment where attention to detail, data integrity, and right-first-time execution are essential.



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 PLS-SOP-0187 (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 # PLSxxxx1842
                                                      Or scan QR Code below
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