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	Department
	 Quality Control

	Job Title
	 QC Junior Chemist
	FLSA Status
	 Exempt

	Role
	 N/A

	Sub Role (If any)
	 N/A

	Reports To
	 QC Group Leader



1. Role Purpose:
(Provide a summary of the primary purpose of this role)
	· Support the Quality Control laboratory by performing entry-level analytical testing, sample preparation, documentation, and laboratory support activities in accordance with approved procedures. 
· Assist with testing of raw materials, in-process materials, finished products, stability samples, and product development samples under appropriate supervision. 
· Generate accurate, complete, and contemporaneous laboratory documentation in compliance with cGMP, GLP, Data Integrity, and FDA 21 CFR Part 211 requirements. 
· Develop practical proficiency in routine analytical techniques used in an oral solid dosage pharmaceutical manufacturing environment. 
· Support laboratory readiness, safety, housekeeping, sample control, and compliance with internal procedures and regulatory expectations. 
· Escalate atypical results, documentation issues, equipment concerns, or procedural questions promptly to senior QC personnel or laboratory management.



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 basic and routine analytical testing of raw materials, in-process samples, finished products, stability samples, and product development samples using approved methods and procedures. 
· Execute testing activities under supervision until qualified or trained to perform assigned methods independently. 
· Prepare samples, standards, reagents, buffers, and mobile phases in accordance with approved procedures and laboratory safety requirements. 
· Support routine wet chemistry testing, pH testing, titrations, loss on drying, residue testing, Karl Fischer moisture testing, UV-Vis testing, FT-IR testing, dissolution testing, and other basic analytical techniques as assigned. 
· Operate laboratory instruments and equipment only after completion of required training and qualification. 
· Verify that instruments, balances, glassware, and equipment are within calibration, qualification, and cleanliness requirements prior to use. 
· Document all analytical activities accurately, legibly, and contemporaneously in laboratory notebooks, worksheets, logbooks, forms, and electronic systems. 
· Follow ALCOA principles and company Data Integrity requirements for all GMP documentation and data recording. 
· Review personal work for completeness, calculation accuracy, transcription accuracy, and compliance with approved methods before submission for review. 
· Notify senior chemists, group leaders, or management of any atypical result, unexpected observation, potential OOS/OOT result, documentation discrepancy, equipment issue, or method question. 
· Assist with sample receipt, sample login, sample storage, sample pull activities, sample disposal, and laboratory inventory support as assigned. 
· Maintain clean, organized, and inspection-ready laboratory work areas, instruments, benches, and storage areas. 
· Complete assigned training before performing GMP tasks and maintain training status in accordance with company requirements. 
· Follow all applicable SOPs, test methods, specifications, safety procedures, and laboratory controls. 
· Support basic laboratory investigations, data gathering, method verification activities, and troubleshooting under supervision. 
· Assist with routine calibration checks, equipment cleaning, logbook completion, reagent labeling, chemical handling, and laboratory waste management. 
· Handle chemicals, reagents, samples, and laboratory waste in accordance with OSHA, EPA, DEA, company safety procedures, and applicable regulatory requirements. 
· Maintain professional communication with QC, QA, Manufacturing, Warehouse, and other departments as needed to support laboratory operations. 
· Perform additional duties as assigned by management in support of Quality Control laboratory and site objectives.









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 Chemistry, Pharmaceutical Sciences, Biochemistry, or a closely related chemistry-based scientific discipline required. 
· Relevant academic laboratory coursework in chemistry, analytical chemistry, pharmaceutical sciences, or instrumental analysis 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.)
	· 0–1 year of laboratory experience required. 
· Academic laboratory experience, internship experience, co-op experience, or prior pharmaceutical laboratory exposure may be considered. 
· Prior experience in a pharmaceutical, cGMP, GLP, analytical, or quality control laboratory preferred but not required. 
· Familiarity with basic laboratory safety, analytical calculations, sample preparation, and documentation practices preferred. 
· Experience with oral solid dosage pharmaceutical testing is a plus but not required.

	Number of Years 
(Minimum to Maximum)
	0-1




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
	· Foundational understanding of chemistry, laboratory practices, analytical calculations, and basic sample preparation. 
· Basic familiarity with analytical techniques such as wet chemistry, pH, titration, UV-Vis, FT-IR, Karl Fischer, dissolution, and HPLC. 
· Ability to follow approved procedures, test methods, specifications, and written instructions with accuracy and consistency. 
· Ability to document work clearly, accurately, and contemporaneously in accordance with cGMP and Data Integrity expectations. 
· Basic understanding of ALCOA principles and the importance of original, attributable, legible, complete, and accurate laboratory records. 
· Strong attention to detail, organization, and follow-through. 
· Ability to recognize when results, calculations, observations, or procedural steps require escalation. 
· Ability to perform basic scientific calculations, including concentrations, dilutions, standard preparations, sample weights, assay calculations, and unit conversions. 
· Ability to work safely with chemicals, reagents, laboratory glassware, instruments, and controlled samples. 
· Effective written and verbal communication skills. 
· Ability to work under supervision while developing technical independence. 
· Proficiency with Microsoft Office applications, including Word and Excel. 
· Familiarity with laboratory documentation systems, LIMS, Empower, or other electronic laboratory systems preferred but not 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 sit, stand, and walk for extended periods while performing laboratory testing and documentation activities. 
· Ability to use hands and fingers to handle laboratory instruments, glassware, pipettes, tools, samples, and documentation materials. 
· Ability to reach, bend, stoop, crouch, and move within laboratory work areas as needed. 
· Ability to lift and/or move up to 20 pounds. 
· Ability to wear required laboratory PPE, including lab coat, gloves, safety glasses, and other protective equipment as required. 
· Vision requirements include close vision, color vision, depth perception, and the ability to read labels, methods, instrument displays, and laboratory documentation accurately. 
· Ability to work with chemicals, reagents, solvents, and laboratory samples in accordance with established safety procedures.


.
b. Work environment:
	This position operates primarily within a cGMP-regulated pharmaceutical Quality Control laboratory environment supporting oral solid dosage manufacturing operations. The role involves routine interaction with analytical instruments, laboratory glassware, chemicals, reagents, solvents, standards, samples, and controlled laboratory documentation. Laboratory coats, gloves, safety glasses, and other required personal protective equipment must be worn in designated laboratory areas. The employee may periodically enter manufacturing, warehouse, or sample storage areas to support sample coordination or laboratory activities. Work is performed in accordance with applicable cGMP, GLP, OSHA, EPA, DEA, company safety, and internal quality 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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