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	Department
	 Facilities & Engineering

	Job Title
	 Plant Engineer
	FLSA Status
	 Exempt

	Role
	 N/A

	Sub Role (If any)
	 N/A

	Reports To
	 Manager, Facilities & Engineering



1. Role Purpose:
(Provide a summary of the primary purpose of this role)
	· Serve as a hands-on, field-oriented engineer responsible for improving the reliability, performance, capacity, and compliant operation of plant equipment, building systems, and supporting infrastructure within a sterile pharmaceutical manufacturing facility.
· Investigate recurring equipment, facility, and operational problems directly in the field; determine their underlying technical causes; and implement sustainable engineering solutions.
· Improve plant performance by eliminating recurring failures, reducing process variability and operational losses, and resolving equipment, utility, layout, and infrastructure constraints.
· Develop engineering designs, equipment and facility layouts, P&IDs, specifications, and controlled technical documentation for plant modifications and improvements.
· Execute engineering and site-improvement projects from initial field investigation through design, installation, commissioning, qualification support, and operational turnover.
· Support safe, reliable, and inspection-ready operations in accordance with cGMP requirements, approved change-control procedures, engineering standards, and site safety requirements.



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)
	· Provide direct, hands-on engineering support on the plant floor. Personally perform field investigations, equipment inspections, functional checks, measurements, testing, and troubleshooting involving manufacturing equipment, building systems, utilities, and supporting infrastructure. 
· Investigate recurring equipment failures, facility-system problems, and equipment-related product or process defects using downtime history, maintenance records, operating data, field observations, and structured root-cause analysis. Translate findings into sustainable design changes, corrective actions, preventive-maintenance improvements, inspection or monitoring requirements, and critical-spare recommendations. 
· Analyze process performance, yield losses, scrap, rework, defects, and variability; improve equipment settings, operating parameters, component design, or process methods and verify that implemented changes produce measurable and sustainable results. 
· Evaluate manufacturing and packaging operations to identify bottlenecks, recurring line stops, excessive cycle times, inefficient material flow, and equipment or capacity constraints; implement practical improvements that increase throughput, equipment availability, and operational efficiency. 
· Develop technical assessments, engineering designs, specifications, and modifications for manufacturing and packaging equipment, piping, equipment layouts, building systems, utility interfaces, and supporting infrastructure, with appropriate consideration for safety, cGMP compliance, operability, and maintainability. 
· Create, revise, review, and maintain AutoCAD drawings, P&IDs, equipment and facility layouts, utility drawings, schematics, specifications, redlines, and final as-built documentation; perform field verification to ensure technical documents accurately reflect installed conditions. 
· Execute engineering and site-improvement projects from scope development and evaluation of technical options through cost and schedule coordination, vendor and contractor oversight, installation, field issue resolution, functional testing, startup, commissioning, qualification support, operational turnover, and closeout. 
· Support change controls, deviations, CAPAs, investigations, engineering risk assessments, and required cGMP documentation; coordinate engineering activities with Manufacturing, Maintenance, Quality, Validation, EHS, contractors, vendors, and equipment manufacturers.
· Perform additional duties as assigned to promote the safe, reliable, efficient, and cGMP-compliant operation of the facility.




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 Mechanical Engineering, Chemical Engineering, Electrical Engineering, Manufacturing Engineering, Industrial Engineering, or a closely related engineering discipline required.
	· Mechanical Engineering is preferred due to the position’s emphasis on manufacturing equipment, mechanical systems, facility infrastructure, and hands-on troubleshooting.



	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 three years of progressively responsible plant, manufacturing, process, facilities, reliability, or related engineering experience required; candidates with approximately three to five years of directly relevant experience are preferred. 
· Experience in pharmaceutical, biotechnology, sterile manufacturing, medical-device, food, chemical, or another highly regulated manufacturing environment required; direct sterile injectable or aseptic manufacturing experience strongly preferred. 
· Demonstrated hands-on experience troubleshooting equipment and plant systems, investigating failures, implementing modifications, and supporting installation, startup, or commissioning activities required. 
· Experience improving manufacturing performance through defect reduction, process optimization, yield improvement, equipment reliability, constraint analysis, or bottleneck elimination required. 
· Experience using AutoCAD and working with P&IDs, equipment layouts, utility drawings, schematics, or related engineering documentation required. 
· Experience executing engineering or site-improvement projects involving technical scoping, vendors, contractors, costs, schedules, installation, startup, and turnover preferred. 
· Experience working within cGMP change control, deviation, CAPA, commissioning, qualification, validation-support, or other formal quality-system processes preferred.

	Number of Years 
(Minimum to Maximum)
	3+




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 hands-on mechanical aptitude and practical equipment, utility, and facility-system troubleshooting ability. 
· Ability to evaluate downtime, defects, yield losses, recurring failures, and process constraints using structured root-cause and problem-solving methods. 
· Proficiency with AutoCAD and the ability to create, interpret, and revise P&IDs, layouts, schematics, and engineering drawings. 
· Working knowledge of cGMP engineering practices, change control, deviations, CAPA, commissioning, qualification, and controlled documentation. 
· Ability to scope and execute engineering improvements involving vendors, schedules, costs, installation, startup, and technical turnover.

	Certifications
	N/A

	Licenses
	N/A

	Other
	· This is a fully on-site, field-oriented position requiring regular work in manufacturing, mechanical, utility, and controlled areas, with occasional off-hours support for shutdowns, installations, commissioning activities, or urgent plant issues.




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 stand and walk for extended periods while performing plant-floor investigations, equipment inspections, installation support, and project activities. 
· Frequently use hands and fingers to operate tools, instruments, controls, measuring devices, computers, and other engineering equipment. 
· Periodically bend, kneel, crouch, reach, and climb stairs or access platforms when inspecting equipment, piping, utilities, and facility systems. 
· Lift and carry equipment, tools, parts, drawings, or materials weighing up to 50 pounds. 
· Wear required personal protective equipment and cleanroom gowning and comply with all applicable safety, hygiene, and controlled-area requirements.


.
b. Work environment:
	This position is performed in a sterile pharmaceutical manufacturing facility and includes work around operating manufacturing equipment, mechanical and utility systems, construction or installation activities, elevated noise levels, temperature variations, and cleaning or disinfection agents. The employee may enter classified cleanrooms, mechanical spaces, utility areas, rooftops, and active work zones and must follow all applicable cGMP, safety, PPE, gowning, and contamination-control requirements.



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 # PLSxxxx1842
Or scan QR Code below
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