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	Department
	 Facilities & Engineering

	Job Title
	 Project 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)
	· Manage facility, utility, manufacturing equipment, and site improvement projects from initial scope development through design, procurement, installation, commissioning, qualification, startup, turnover, and closeout within a sterile injectable manufacturing environment.
· Provide hands-on engineering support and project leadership to improve equipment reliability, facility performance, operational capacity, safety, product quality, and regulatory compliance.
· Serve as an engineering owner for assigned site systems and programs, including site drawings, water-room activities, fire protection systems, environmental monitoring system reporting, pest-control follow-up, and packaging equipment projects.
· Coordinate cross-functional project execution with Manufacturing, Packaging, Quality Assurance, Validation, Maintenance, Facilities, Environmental Health and Safety, Procurement, equipment manufacturers, contractors, and third-party engineering or service providers.
· Ensure engineering projects, equipment modifications, and facility changes are executed and documented in accordance with cGMP requirements, approved Management of Change processes, data integrity expectations, and the qualified state of the facility.




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)
	· Manage assigned facility, utility, manufacturing equipment, packaging equipment, and site-improvement projects from scope development through design, procurement, installation, commissioning, qualification, startup, turnover, and closeout.
· Develop project scopes, user requirements, equipment specifications, budgets, schedules, risk assessments, execution plans, capital justifications, and acceptance criteria in accordance with priorities established by the Engineering Manager and site leadership.
· Coordinate contractors, equipment manufacturers, engineering firms, construction trades, qualification providers, and other third parties to ensure projects are completed safely, compliantly, on schedule, within budget, and in accordance with approved requirements.
· Lead packaging-line equipment installation and qualification projects, including coordination with Packaging, Quality Assurance, Validation, Maintenance, equipment manufacturers, and third-party installation or technical-service providers.
· Perform or coordinate site surveys, constructability reviews, installation verification, equipment and utility walkdowns, functional testing, punch-list management, startup support, and final operational turnover.
· Troubleshoot equipment, utility, facility, and process-performance issues using structured root cause analysis and implement corrective, preventive, reliability, and continuous-improvement actions.
· Initiate, manage, document, and close assigned Management of Change records, engineering change controls, deviations, CAPAs, design reviews, and related project actions within established timelines.
· Partner with Quality Assurance and Validation to determine and execute commissioning and qualification requirements, including risk assessments, protocol support, deviation resolution, documentation review, and release-to-use activities.
· Create, revise, and maintain accurate AutoCAD site drawings, including facility layouts, equipment layouts, utility drawings, P&IDs, life-safety drawings, construction drawings, redlines, and final as-built documentation.
· Provide day-to-day engineering oversight for the site water room in coordination with the Water Systems Subject Matter Expert, Quality Assurance, Validation, Microbiology, Maintenance, and external service providers, including support for maintenance, sanitization, sampling, investigations, shutdowns, and system improvements.
· Serve as the Facilities and Engineering point of contact for assigned site-compliance and facility programs, including fire-protection systems, daily Environmental Monitoring System reporting, pest-control report review, inspections, service-provider coordination, corrective-action tracking, and escalation of abnormal or overdue conditions.
· Maintain complete engineering and project documentation; communicate project status, risks, costs, schedules, decisions, and escalation needs; and ensure all work complies with cGMP requirements, approved procedures, data integrity expectations, contamination-control practices, and environmental health and safety standards.
· Perform additional engineering, facility, utility, reliability, compliance, or project-support duties as assigned.





3.Typical Supervisory Responsibility:
(Identify any responsibilities the role has for supervising others)
	· May lead cross-functional project teams and direct the day-to-day activities of contractors, vendors, consultants, technicians, and assigned project resources without having direct reports.




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, Electrical, Chemical, Industrial, Manufacturing, Biomedical, or a closely related engineering 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.)
	· 2-7 years of progressively responsible engineering, project engineering, facilities engineering, manufacturing engineering, or capital-project experience required.
· Experience within pharmaceutical, biotechnology, sterile manufacturing, medical-device, or another highly regulated manufacturing environment required; direct sterile injectable manufacturing experience strongly preferred.
· Hands-on experience supporting or leading equipment or facility installation, commissioning, startup, troubleshooting, and project-execution activities required.
· Experience managing project scope, schedule, cost, vendors, contractors, field activities, technical documentation, and cross-functional deliverables required.
· Experience with cGMP change control or Management of Change, commissioning and qualification, validation support, deviations, CAPAs, and formal quality systems strongly preferred.
· Experience with packaging-line equipment installation, commissioning, qualification, startup, or lifecycle improvements preferred.
· Experience with pharmaceutical water systems, critical utilities, cleanrooms, HVAC, environmental monitoring systems, fire-protection systems, or other regulated facility systems preferred.
· • Experience creating, revising, and maintaining site drawings using AutoCAD required.
· 

	Number of Years 
(Minimum to Maximum)
	2-7




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
	· Demonstrated ability to plan and execute multiple engineering projects while managing scope, schedule, cost, safety, quality, risk, resources, and stakeholder expectations.
· Demonstrated hands-on understanding of equipment installation, commissioning, startup, troubleshooting, qualification support, turnover, and project closeout.
· Strong working knowledge of engineering principles related to manufacturing equipment, packaging systems, mechanical systems, cleanrooms, HVAC, water systems, plant utilities, critical utilities, facility infrastructure, and life-safety systems.
· Proficiency with AutoCAD and demonstrated ability to create, revise, interpret, organize, and maintain site engineering drawings.
· Ability to read and interpret P&IDs, process-flow diagrams, equipment layouts, architectural drawings, mechanical drawings, electrical one-line diagrams, schematics, equipment specifications, submittals, and technical manuals.
· Working knowledge of pharmaceutical water-system operation, maintenance, sanitization, monitoring, investigation support, and qualified-state expectations.
· Working knowledge of cGMP requirements, Management of Change, engineering change control, commissioning and qualification concepts, validation lifecycle expectations, CAPAs, deviations, controlled documentation, and data integrity principles.
· Strong troubleshooting and root cause analysis skills with the ability to evaluate equipment history, operating data, failure modes, field conditions, and maintenance information.
· Strong project-budgeting, estimating, procurement, vendor-management, contractor-management, scheduling, documentation, and project-closeout skills.
· Ability to coordinate equipment manufacturers, contractors, qualification providers, Quality Assurance, Validation, Manufacturing, Packaging, Maintenance, and Facilities through complex project activities.
· Proficiency with Microsoft Excel, Word, PowerPoint, and project-tracking or scheduling tools.
· Excellent written and verbal communication skills, including the ability to communicate technical information clearly to both technical and nontechnical stakeholders.
· Highly organized, detail-oriented, field-oriented, and capable of managing multiple priorities within an active manufacturing environment.
· Demonstrated ability to influence cross-functional teams and coordinate work without direct supervisory authority.
· Demonstrated commitment to safety, compliance, contamination control, equipment reliability, continuous improvement, data integrity, and professional accountability.

	Certifications
	· Engineer-in-Training, Project Management Professional, Certified Associate in Project Management, or Lean Six Sigma certification 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:
	· Regularly required to stand, walk, sit, climb stairs, and use hands to operate tools, equipment, controls, and computers.
· Occasionally required to bend, stoop, crouch, kneel, reach, work in restricted-access areas, and lift or move tools, equipment, or components weighing up to 25 pounds.
· Must be able to visually inspect equipment, utilities, facility systems, construction work, equipment installations, and mechanical spaces.
· Must be able to distinguish equipment status indicators and read detailed drawings, schematics, labels, gauges, reports, and technical documents.
· Must be able to enter mechanical rooms, utility areas, water-room spaces, construction zones, manufacturing and packaging areas, and classified cleanrooms while wearing required personal protective equipment and gowning.



.
b. Work environment:
	This position operates within engineering offices, active sterile injectable manufacturing and packaging areas, classified cleanrooms, laboratories, mechanical spaces, the site water room, utility areas, warehouses, and construction or maintenance work zones. Work may involve exposure to noise, temperature variation, moving equipment, energized systems, chemicals, pressurized utilities, water-treatment chemicals, and other industrial hazards controlled through approved procedures and personal protective equipment. The role requires regular field presence and compliance with aseptic gowning and contamination-control practices.



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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