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	Department
	 Manufacturing

	Job Title
	 Group Leader
	FLSA Status
	 Non-Exempt

	Role
	 N/A

	Sub Role (If any)
	 N/A

	Reports To
	 Manufacturing Supervisor



1. Role Purpose:
(Provide a summary of the primary purpose of this role)
	· Coordinate day-to-day production activities and operator assignments across weighing, blending, compression, coating, encapsulation, and related oral solid dosage manufacturing areas to support production schedule. 
· Serve as a working lead by providing rotating room coverage, directing floor execution in assigned areas, and independently operating manufacturing equipment as required. 
· Verify that manufacturing activities are performed in accordance with approved batch records, SOPs, cleaning procedures, and applicable qualification or validation requirements. 
· Review batch documentation and logbooks for completeness, accuracy, and Good Documentation Practices while reinforcing cGMP compliance and data integrity expectations on the production floor. 
Communicate with Manufacturing Supervision, Quality, Maintenance, Warehouse, and Engineering to address operational issues, support changeovers, and maintain safe, efficient, and compliant operations.



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)
	· Set up, operate, monitor, and troubleshoot assigned manufacturing equipment, including compression, encapsulation, weighing/blending, coating, and fluid bed drying systems, in accordance with approved batch records and SOPs. 
· Provide rotating room leadership during active operations by directing workflow, monitoring operator execution, and ensuring adherence to batch instructions, safety requirements, and cGMP standards. 
· Perform and verify in-process checks, including weight, thickness, hardness, moisture, and visual appearance, and respond appropriately to out-of-range conditions in accordance with procedure. 
· Participate in and verify line clearance, equipment cleaning, changeovers, and room readiness activities to ensure proper set-up and documented readiness for subsequent operations. 
· Assign daily floor tasks and operator coverage based on training status, qualification, and production priorities, and communicate issues requiring escalation to Manufacturing Supervision. 
· Train and coach operators in proper equipment operation, documentation practices, gowning, line clearance, and safe material handling. 
· Review batch records, equipment logbooks, and related production documentation for completeness, legibility, accuracy, and compliance with Good Documentation Practices. 
· Stage, verify, and reconcile materials and components needed for production and communicate shortages or discrepancies promptly. 
· Escalate unresolved equipment, quality, safety, or personnel issues to the Manufacturing Supervisor or Manager in a timely manner. 
· Maintain a clean, orderly, and inspection-ready manufacturing area at all times. 
· Perform other related duties as assigned to support manufacturing operations.









3.Typical Supervisory Responsibility:
(Identify any responsibilities the role has for supervising others)
	· Provide day-to-day work direction to Manufacturing Operators I–III during assigned operations and room coverage.
· Deliver on-the-job training, coaching, and real-time feedback to support safe, compliant, and efficient operations. 
· Monitor adherence to SOPs, batch instructions, gowning requirements, safety practices, and documentation standards, and escalate deficiencies promptly.






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)

	· High School Diploma or equivalent required; technical school certificate or coursework in manufacturing or related field preferred.
	



	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 of 5 years pharmaceutical manufacturing experience in a cGMP environment; exceptionally qualified candidates with 3-4 years may be considered with documented qualification in ≥ 2 processes, prior lead coverage, strong attendance/safety record, and supervisor recommendation.


	Number of Years 
(Minimum to Maximum)
	5+




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 operational knowledge of multiple OSD manufacturing processes and related equipment.
· Strong understanding of cGMP, FDA regulations, and data integrity principles.
· Ability to conduct root cause analysis and implement effective process corrections.
· Skilled in complex changeovers, equipment set-up, and preventive maintenance checks.
· Strong leadership presence on the production floor without formal supervisory authority.
· Ability to train and mentor colleagues effectively, fostering skill growth across the team.
· High degree of accuracy, attention to detail, and problem-solving skills.
· Excellent written and verbal communication abilities.


	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:
	· Ability to stand, walk, bend, reach, stoop, and climb for extended periods during a shift.
· Frequent lifting, pushing, or pulling of materials and equipment up to 50 pounds.
· Manual dexterity to operate equipment controls and handle small components.
· Visual acuity to inspect products and read documentation, including close, distance, color, and depth perception.
· Ability to wear personal protective equipment (PPE) including, but not limited to, gowns, gloves, safety glasses, respirators, and hearing protection.



.
b. Work environment:
	· Work performed in a regulated pharmaceutical manufacturing facility with exposure to powders, chemicals, and production equipment.
· Requires adherence to gowning procedures, safety protocols, and controlled-environment standards.




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
[image: ]
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