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	Department
	 Microbiological Services

	Job Title
	 Microbiologist I
	FLSA Status
	 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)
	· Perform routine microbiological testing and environmental monitoring to support aseptic and oral solid dosage manufacturing in compliance with cGMP requirements.
· Execute microbiological assays—including sterility, endotoxin, bioburden, and antimicrobial effectiveness testing—under controlled laboratory conditions.
· Assist in maintaining the aseptic integrity of cleanroom and utility systems through regular sampling, analysis, and data trending.
· Support validation and qualification studies related to manufacturing environments, equipment, and sterilization processes.
· Maintain accurate, contemporaneous documentation of all testing activities in accordance with data integrity (ALCOA) principles.
· Collaborate with cross-functional teams—including Quality Assurance, Production, Engineering, and Validation—to ensure consistent microbiological quality across all product life-cycle stages.



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 microbiological assays such as sterility, bacterial endotoxin, bioburden, and microbial identification following approved procedures.
· Conduct media preparation, growth promotion testing, and microbial isolate preservation to maintain laboratory readiness.
· Support laboratory investigations related to out-of-specification (OOS) or out-of-trend (OOT) results.
· Ensure laboratory cleanliness, proper waste disposal, and adherence to aseptic technique.
· Maintain inventory of media, reagents, consumables, and reference cultures.
· Participate in laboratory training and proficiency assessments.
· Perform environmental and personnel monitoring of aseptic manufacturing areas and utilities (pharmaceutical water, compressed gases, air).
· Collect and analyze samples of raw materials, in-process materials, and finished products.
· Assist in microbial data trending and reporting for cleanroom and utility monitoring programs.
· Support manufacturing gowning qualifications and aseptic behavior observations.
· Assist in executing microbiological qualification and validation studies for sterilization, cleaning, and disinfection processes.
· Support media fill (aseptic process simulation) activities as directed.
· Ensure adherence to all cGMP, GLP, and GDP requirements during execution and documentation of work.
· Accurately document test details and results in laboratory notebooks and electronic systems per SOPs.
· Initiate and support investigations for laboratory deviations or OOS/OOT events.
· Communicate effectively with Quality Assurance and management regarding findings, trends, and potential issues.





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 Microbiology, Biology, Biochemistry, or a related life-science 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.)
	· Minimum of 0 to 2 years of hands-on microbiological or quality control laboratory experience in a GMP, GLP, or academic environment.
· Familiarity with aseptic techniques and cleanroom procedures preferred.

	Number of Years 
(Minimum to Maximum)
	0-2




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 working knowledge of basic microbiological principles, aseptic technique, and laboratory safety practices.
· Proficiency with standard microbiology instrumentation (incubators, endotoxin readers, particle counters, etc.).
· Ability to interpret and trend analytical data with attention to detail and accuracy.
· Excellent written and verbal communication skills, with proficiency in Microsoft Office Suite.
· Ability to work overtime, weekends, and in classified cleanroom environments when required.

	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:
	· Ability to stand or sit for extended periods while performing testing.
· Lift, carry, and move materials or equipment up to 25 lbs.
· Manual dexterity to handle aseptic materials and operate laboratory instruments.
· Ability to wear sterile gowning, gloves, mask, and eye protection for extended durations.
· Ability to visually inspect and differentiate microbial growth characteristics.


.
b. Work environment:
	This position operates within both controlled cleanroom and laboratory environments in compliance with aseptic gowning and hygiene procedures. The role involves routine exposure to biological media, disinfectants, and cleaning agents. Work hours may include periodic evenings, weekends, or extended shifts to support production schedules and validation activities.



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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