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	Department
	 Manufacturing

	Job Title
	 Head of Production
	FLSA Status
	 Exempt

	Role
	 N/A

	Sub Role (If any)
	 N/A

	Reports To
	 Site Leadership / CEO



1. Role Purpose:
(Provide a summary of the primary purpose of this role)
	· Provide overall strategic and operational leadership for all production activities across sterile injectable manufacturing operations, including component preparation, formulation/compounding, aseptic filling, visual inspection, and packaging.
· Ensure safe, compliant, and efficient execution of manufacturing operations in accordance with cGMP regulations, internal quality systems, and applicable regulatory expectations for sterile pharmaceutical production.
· Lead the development and execution of production strategies that support site objectives related to product supply, operational performance, regulatory compliance, and continuous improvement.
· Establish and maintain a high-performance manufacturing organization by developing leadership capability, strengthening operational discipline, and fostering a culture of quality, accountability, and continuous improvement.
· Collaborate cross-functionally with Quality, Engineering, MS&T, Supply Chain, Validation, and other site functions to ensure reliable product supply, successful technology transfer, and operational readiness for commercial manufacturing.
· Ensure that manufacturing operations consistently meet production targets, quality standards, and regulatory expectations while maintaining a strong focus on patient safety and product integrity.



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)
	· Direct all sterile manufacturing operations across the site, including component preparation, compounding/formulation, aseptic filling, visual inspection, and packaging activities.
· Establish operational strategies, production plans, and performance objectives to ensure reliable product supply and alignment with site production forecasts and commercial demand.
· Ensure full compliance with FDA cGMP regulations, applicable regulatory guidance (including aseptic manufacturing expectations), and internal quality systems governing pharmaceutical manufacturing operations.
· Maintain all production areas and processes in a constant state of audit readiness and ensure appropriate preparation for regulatory inspections, customer audits, and internal quality audits.
· Provide leadership and oversight for production investigations, deviations, CAPAs, and change controls impacting manufacturing operations, ensuring timely resolution and sustainable corrective actions.
· Partner closely with Quality Assurance to ensure appropriate quality oversight of manufacturing processes and to support release readiness through effective batch record review and documentation practices.
· Drive operational excellence initiatives aimed at improving production throughput, reducing waste, strengthening process reliability, and enhancing manufacturing efficiency.
· Establish and monitor key performance indicators (KPIs) related to safety, quality, delivery, and productivity to drive continuous improvement and operational accountability across manufacturing teams.
· Collaborate with Engineering, Validation, and MS&T teams to support equipment qualification, process validation, process improvements, and successful technology transfers into commercial manufacturing.
· Lead workforce planning, resource allocation, and production scheduling activities to ensure appropriate staffing levels and operational readiness for current and future manufacturing programs.
· Develop and mentor production leadership teams to strengthen supervisory capability, technical knowledge, and GMP operational discipline.
· Ensure effective training programs are implemented and maintained for manufacturing personnel to support competency, regulatory compliance, and safe operation of manufacturing equipment and processes.
· Oversee implementation and continuous improvement of standard operating procedures (SOPs), batch records, and manufacturing documentation to ensure alignment with current operational practices and regulatory expectations.
· Support new product introductions, process scale-up activities, and commercialization efforts through strong cross-functional collaboration and operational planning.
· Promote a strong culture of safety, quality ownership, and continuous improvement across all production functions.




3.Typical Supervisory Responsibility:
(Identify any responsibilities the role has for supervising others)
	· Provide leadership and strategic oversight for all production functions across the manufacturing organization.
· Directly manage production leadership roles responsible for key manufacturing operations (e.g., aseptic filling, formulation/compounding, inspection, and packaging).
· Provide organizational leadership for supervisors, managers, and production staff responsible for day-to-day manufacturing operations.
· Establish performance expectations, conduct performance evaluations, and support professional development of production leadership team members.
· Partner with Human Resources to support workforce development, employee relations, performance management, and succession planning across the production organization.






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 Engineering, Pharmaceutical Sciences Chemistry, Biochemistry, Chemical Engineering, or a related scientific discipline required.
· Master’s degree in Business Administration (MBA), Engineering, Pharmaceutical Sciences, or a related technical discipline preferred.
· Equivalent combinations of education and relevant pharmaceutical manufacturing leadership experience may be considered.
	



	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.)
	· 8–15 years of progressive experience in pharmaceutical manufacturing operations within a regulated cGMP environment.
· 5–12 years of leadership experience within sterile or aseptic pharmaceutical manufacturing, including oversight of operations such as formulation/compounding, aseptic filling, visual inspection, and/or pharmaceutical packaging.
· Demonstrated experience leading production or manufacturing teams, including management of supervisors, managers, and manufacturing personnel within regulated pharmaceutical environments.
· Strong working knowledge of FDA cGMP regulations (21 CFR Parts 210 and 211) and regulatory expectations governing sterile drug product manufacturing.
· Experience supporting regulatory inspections and maintaining audit-ready manufacturing operations, including interactions with FDA or other regulatory authorities.
· Demonstrated involvement in manufacturing investigations, deviations, CAPAs, and change control processes impacting production operations.
· Experience collaborating cross-functionally with Quality Assurance, Engineering, MS&T, Validation, and Supply Chain to support manufacturing execution and product supply.
· Experience supporting technology transfer, process validation, or commercial product launches within pharmaceutical manufacturing environments preferred.
· Proven ability to develop manufacturing teams, drive operational performance, and implement continuous improvement initiatives within regulated production environments.

	Number of Years 
(Minimum to Maximum)
	5-12+ years of leadership experience within a sterile pharmaceutical manufacturing operation. 





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
	· Deep understanding of sterile pharmaceutical manufacturing operations, including aseptic processing principles and contamination control strategies.
· Strong working knowledge of FDA cGMP regulations and quality systems governing pharmaceutical manufacturing operations.
· Demonstrated ability to lead large manufacturing organizations within highly regulated pharmaceutical environments.
· Expertise in production planning, manufacturing operations management, and operational performance optimization.
· Strong experience managing deviations, investigations, CAPAs, and change controls related to manufacturing operations.
· Ability to lead cross-functional collaboration across Quality, Engineering, MS&T, Supply Chain, and Validation organizations.
· Proven ability to implement operational excellence initiatives including Lean manufacturing, Six Sigma, or similar continuous improvement methodologies.
· Strong leadership, communication, and organizational development capabilities.

	Certifications
	· Lean Six Sigma certification or equivalent operational excellence training preferred.

	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:
	· Ability to stand or walk for extended periods while observing manufacturing operations and production processes.
· Ability to perform routine activities within controlled manufacturing environments, including reaching, bending, and occasional lifting of materials or equipment components.
· Ability to lift and/or move up to approximately 20 pounds as needed during routine manufacturing oversight activities.
· Ability to utilize standard computer systems and manufacturing documentation systems for extended periods.
· Specific vision abilities required include close vision, distance vision, color vision, peripheral vision, and depth perception necessary for reviewing documentation and observing manufacturing processes.



.
b. Work environment:
	This position operates within a regulated pharmaceutical manufacturing environment that includes controlled production areas designed for sterile injectable manufacturing. The work environment involves routine presence within classified cleanroom environments, including areas supporting component preparation, aseptic compounding, sterile filling operations, visual inspection, and pharmaceutical packaging processes. Employees working within these areas must adhere to strict gowning procedures, contamination control practices, and environmental monitoring requirements to maintain aseptic conditions and product sterility. The role requires frequent interaction with production personnel and routine oversight of manufacturing operations occurring within controlled cleanroom suites, equipment preparation areas, and associated production support spaces. The environment includes standard pharmaceutical manufacturing equipment, automated filling and packaging systems, and documentation systems used to support GMP manufacturing operations. Employees must follow all established safety procedures, cleanroom protocols, and regulatory requirements governing pharmaceutical manufacturing environments.



6.Compliance:
	· Foster a culture of ethics and compliance with the law, including compliance with the Food, Drug and Cosmetic Act and all associated regulations (the “FDCA”), in the Company’s day-to-day operations at all levels of the Company. 
· Personally comply with all Company codes, policies, and procedures concerning ethics, corporate governance, quality, and compliance, including compliance with the FDCA and all other applicable laws, rules and regulations.  
· Provide strong, visible support and commitment to the Company’s policies against violations of the law, including the FDCA, and the Company’s codes, policies and procedures. 
· Reinforce these standards and encourage employees under your supervision to abide by them. 
· As properly authorized by the Company’s Board, President, Chief Executive Officer, General Counsel, the Quality Council, Investigation Review Board, or otherwise by the Company’s policies and procedures, support quality and compliance-related continuous improvement plans and initiatives, quality investigations, and investigations concerning possible violations of the FDCA, its associated regulations, and Company codes, policies, and procedures concerning ethics, quality, and compliance.
· As appropriately authorized by the Company’s Board, President, Chief Executive Officer, General Counsel, the Quality Council, Investigation Review Board, or otherwise by the Company’s policies and procedures, support the Company’s continuous improvement plans and initiatives related to ethics, quality, and compliance, including compliance with the FDCA and associated regulations, and projects related to such plans and initiatives. 
· Timely and satisfactory completion of all required training, including training related to ethics, compliance, quality, and position-specific requirements. 
· Ensure that all Company personnel under your supervision timely and satisfactorily complete all required training, including training related to ethics, compliance, quality, and position-specific requirements.
· Understand and fulfill the compliance responsibilities of your role.
· Understand the compliance responsibilities of the employees under your supervision and take reasonable steps to ensure that those employees are aware of, and fulfill, their responsibilities.
· 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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