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	Department
	 Microbiological Services

	Job Title
	 Environmental Monitoring
 Technician                         
	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)
	· Support Penn Life Sciences’ sterile injectable operations by executing routine and non-routine environmental monitoring (EM) activities within classified cleanrooms and controlled environments.
· Ensure aseptic processing areas consistently meet regulatory, cGMP, and internal quality standards through accurate collection, documentation, and interpretation of EM data.
· Provide timely feedback and escalate atypical findings to support proactive contamination control and continuous compliance with FDA, EU, and global regulatory expectations.
· Partner cross-functionally with Quality Assurance, Validation, Manufacturing, and Facilities & Engineering to maintain a state of environmental control across 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)
	· Perform viable and non-viable particulate monitoring of aseptic processing areas, cleanrooms, and controlled environments.
· Collect EM (Viable, Air and surface), personnel, utility (water, compressed gases), and equipment samples according to approved SOPs.
· Document all EM data in compliance with GDP requirements (both paper and electronic systems).
· Precise Demonstration and adherence to SOP.
· Follow cGMP, OSHA and EPA safety regulations.
· Identify, report, and assist in investigations of out-of-limit (OOL) or atypical EM results.
· Support trending, data analysis, and reporting of EM and Utility results for routine reviews and quality meetings.
· Maintain sampling equipment, EM supplies, and ensure calibration/qualification status of monitoring instruments.
· Assist in execution of aseptic process simulations and cleaning/disinfection effectiveness studies, as applicable.
· Participate in training programs and maintain proficiency in gowning qualifications and aseptic techniques.
· Collaborate with QA and Microbiological Services during regulatory inspections, internal audits, and client visits to provide EM and Utility data and records.
· Adhere to all safety protocols, gowning requirements, and contamination control practices while working in classified environments.
· Other duties as assigned or delegated.




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’s or Bachelor’s degree in Microbiology, Biology, or a related life science is 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.)
	· 0–3 years of relevant experience in pharmaceutical, biotechnology, medical device, cleanroom, or laboratory environment.
· Prior experience in aseptic processing, environmental monitoring, or cleanroom operations preferred but not required.
· Candidates with no prior industry experience may be considered, provided they demonstrate strong attention to detail, ability to follow written procedures, and willingness to complete aseptic gowning qualification.

	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
	· Ability to follow strict aseptic techniques and gowning procedures.
· Strong attention to detail and accuracy in data recording and documentation.
· Working knowledge of cGMP, aseptic processing, and regulatory expectations for sterile manufacturing.
· Ability to communicate clearly, both verbally and in writing, in English.
· Proficiency in basic computer applications (Microsoft Office Suite, data entry systems).
· Ability to work overtime, weekends, or off-shift as business needs require.


	Certifications
	N/A

	Licenses
	N/A

	Other
	· Must successfully complete gowning qualification and aseptic training as a condition of role performance.




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 and walk for extended periods while performing EM activities in cleanrooms.
· Ability to wear sterile gowning and personal protective equipment (PPE), including face masks, hoods, gloves, goggles, and coveralls for prolonged periods.
· Regular lifting of up to 25 pounds (equipment and sampling supplies).
· Frequent bending, reaching, and repetitive hand movements associated with sample collection and documentation.
· Visual acuity and manual dexterity to operate monitoring equipment and record data accurately.



.
b. Work environment:
	Work is performed primarily within ISO-classified cleanrooms and controlled environments at Penn Life Sciences. The role requires strict adherence to aseptic gowning and contamination control requirements. Employees are exposed to disinfectants, cleaning agents, and routine aseptic processing conditions. Extended periods of standing and gowning are required. Work may occasionally be performed in support areas (labs, warehouses, or offices) but is predominantly within the sterile manufacturing facility.



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 
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