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	Department
	 Manufacturing

	Job Title
	 Aseptic Operator I
	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)
	· Support sterile manufacturing by performing aseptic cleaning, sanitization, and equipment/parts preparation in ISO-classified cleanrooms.
· Assemble, stage, and assist with basic operation of manufacturing equipment under direct supervision in accordance with SOPs and production schedules.
· Maintain accurate, contemporaneous documentation (logbooks, cleaning records, forms) consistent with Data Integrity expectations.
· Adhere to cGMP, FDA, and company safety policies, maintaining aseptic technique and proper gowning at all times.
· Collaborate with operations and quality personnel to sustain compliance, throughput, and a safe work environment.




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)
	· Perform routine and terminal sanitization of rooms, corridors, equipment, and parts per approved SOPs while aseptically gowned.
· Prepare and stage parts/equipment (wash, rinse, dry, wrap, load) for use with vial washer, depyrogenation tunnel, autoclaves, compounding vessels, aseptic filler/capper, automated inspection, and packaging lines.
· Assist operators with basic equipment setup, line clearance, component transfers, and in-process checks under supervision.
· Accurately complete logbooks, cleaning records, use logs, and other controlled forms in compliance with Data Integrity (ALCOA+) principles.
· Handle disinfectants and chemicals safely; mix/use solutions per instructions and dispose of waste per procedure.
· Stock and maintain gowning supplies, disinfectants, wipes, tools, and consumables at point of use; escalate shortages.
· Participate in training and qualifications, including initial and periodic aseptic gowning qualification and media-fill support activities as assigned.
· Identify and report equipment anomalies, alarms, spills, deviations, and unsafe conditions immediately to supervision.
· Support investigations and audits (deviations, internal audits, safety audits) by supplying accurate records and facts.
· Follow all safety requirements, including PPE, chemical handling, and cleanroom behaviors; maintain good housekeeping (5S).
· Perform other duties as assigned to meet production and compliance needs.





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)

	· Associate’s degree in Science, Engineering, or related field preferred.
· High School Diploma or equivalent 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.)
	· Entry-level role with no prior industry experience required.
· Prior experience in cGMP manufacturing, cleanroom, or janitorial sanitization is preferred.
· Experience with documentation, logbooks, or regulated environments is beneficial.
· Must demonstrate the ability to learn and consistently apply aseptic behaviors, gowning, documentation, and safe equipment handling.


	Number of Years 
(Minimum to Maximum)
	0-2 years related experience preferred.




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
	· Understanding of aseptic behaviors and cleanroom conduct; ability to obtain and maintain Aseptic Gowning Qualification.
· Ability to read, understand, and follow SOPs, batch records, and forms; strong attention to detail and Data Integrity awareness.
· Basic skills to clean, sanitize, assemble, and stage equipment/parts per written procedures.
· Familiarity with cGMP concepts and controlled documentation; capable of legible, timely entries (ALCOA+).
· Ability to work safely with disinfectants and equipment, including carts, racks, washers, and autoclaves (training provided).
· Basic computer proficiency (e.g., Outlook, Word, Excel); experience with electronic quality systems (e.g., MasterControl) is a plus.
· Teamwork and communication skills to collaborate across Manufacturing and Quality.


	Certifications
	· Aseptic Gowning Qualification (to be achieved/maintained per site requirements).

	Licenses
	N/A

	Other
	· Ability to work assigned shifts, weekends, and overtime based on production needs.




5.Physical demand and Work environment:
(Provide details regarding the physical demands and work environment that are essential to the role)
a. Physical demands:
	· Stand and walk for extended periods in a gowned cleanroom environment.
· Lift and/or move up to 20 pounds; use team-assist and material-handling devices for larger items.
· Frequently reach, bend, stoop, crouch, and handle parts, tools, and materials.
· Perform repetitive gowning/degowning and fine manual tasks (wrapping, labeling, documentation).
· Maintain required visual acuity (close, distance, color, peripheral, depth perception) to inspect equipment/areas and complete records.
· Tolerate disinfectant odors and cleaning activities within established safety limits.




.
b. Work environment:
	Work is performed in ISO-classified cleanrooms and controlled support areas with strict environmental, gowning, and behavior requirements. The role involves frequent interaction with disinfectants and sterilization equipment, adherence to cGMP and safety policies, and close coordination with production schedules; shift work, weekend coverage, and overtime may be required to meet operational needs.



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

[image: ]





 C-SOP-0003                                                                                       Attachment#1
                                                                                                             Page 2 of 2

image1.png




