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	Department
	 Quality Assurance

	Job Title
	 QA Monitor
	FLSA Status
	 Non-Exempt

	Role
	 N/A

	Sub Role (If any)
	 N/A

	Reports To
	 QA Manager



1. Role Purpose:
(Provide a summary of the primary purpose of this role)
	· Ensure all cleaning, sanitation, and line clearance activities are performed and documented in compliance with current Good Manufacturing Practices (cGMP), internal SOPs, and FDA expectations.
· Provide continuous QA presence on the production floor to verify that equipment and areas are properly cleaned and ready for use prior to manufacturing operations.
· Observe, review, and document cleaning practices to prevent cross-contamination, mix-ups, or residue carryover.
· Reinforce a culture of compliance, data integrity, and housekeeping excellence across manufacturing and packaging areas.



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 independent visual verification of equipment, utensil, and room cleaning prior to use and document results on approved QA monitoring forms.
· Verify that cleaning logs, line clearance forms, and housekeeping records are accurately completed, legible, and compliant with cGMP and site SOPs.
· Conduct on-floor monitoring of cleaning and sanitation practices, ensuring operators follow proper cleaning methods, detergent usage, and equipment labeling requirements.
· Inspect and confirm that “Cleaned” and “To Be Cleaned” status tags are accurately maintained and affixed in accordance with established procedures.
· Observe line clearance activities to ensure removal of previous product, components, and documentation prior to batch initiation.
· Report and document any nonconformance, residue, or GMP deviation observed during monitoring; escalate findings immediately to QA management.
· Support the QA Inspector and Production teams in maintaining controlled conditions and audit readiness at all times.
· Ensure compliance with FDA data integrity principles by maintaining contemporaneous, accurate, and complete QA records.
· Participate in internal audits, housekeeping assessments, and continuous improvement initiatives related to cleaning verification.
· Perform additional QA monitoring duties as assigned by QA management to support operational compliance.









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)

	· High School Diploma or equivalent required; Associate degree in Life Sciences or a related technical discipline 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.)
	· 0–2 years of experience in a cGMP pharmaceutical or manufacturing environment preferred.
· Prior exposure to cleaning, sanitation, or QA monitoring activities in oral solid dosage manufacturing desirable.
· Understanding of cGMP, documentation practices, and basic quality assurance principles

	Number of Years 
(Minimum to Maximum)
	0-3




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
	· Working knowledge of cGMP cleaning and line clearance requirements.
· Ability to accurately interpret and complete cleaning and QA forms.
· Keen attention to visual detail in verifying cleanliness, labeling, and segregation status.
· Effective written and verbal communication to convey observations and escalate findings.
· Demonstrated reliability, integrity, and ability to work independently under minimal supervision.
· Proficiency with basic computer applications (Word, Excel, Outlook) for QA documentation.
· Flexibility to work varied shifts, weekends, or overtime as required by production schedules.

	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:
	· Stand and walk for extended periods on the manufacturing floor.
· Bend, stoop, or reach to inspect equipment and clean areas.
· Lift or move objects up to 20 lbs as necessary.
· Utilize visual acuity to detect residue, product, or labeling discrepancies.
· Wear appropriate personal protective equipment (PPE) in classified and controlled areas.


.
b. Work environment:
	This position is primarily performed on the production floor and in controlled manufacturing environments where cleaning, sanitation, and line clearance activities are conducted. The role requires frequent interaction with Production, QA, and Maintenance personnel and may involve exposure to moderate noise levels, airborne particulates, and temperature-controlled areas. The incumbent will be required to wear gowning and protective gear in compliance with site safety and GMP 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 # KVKxxxx1842
Or scan QR Code below
[image: ]
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