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	Department
	 Analytical Research & Development

	Job Title
	 Analytical Chemist II
	FLSA Status
	 Exempt

	Role
	 N/A

	Sub Role (If any)
	 N/A

	Reports To
	 AR&D Manager



1. Role Purpose:
(Provide a summary of the primary purpose of this role)
	· Perform and independently execute analytical testing of raw materials, intermediates, stability samples, and finished products using advanced chromatographic and spectroscopic techniques.
· Support analytical method development, optimization, validation, and technical transfer activities in alignment with ICH, USP, and FDA expectations.
· Lead routine troubleshooting, instrument readiness, and data integrity efforts to ensure high-quality laboratory output.
· Provide technical guidance, mentorship, and training to junior chemists while contributing to continuous improvement within the AR&D laboratory.



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)
	· Independently perform analytical testing—including assay, impurities, dissolution, content uniformity, identification, and related methods—using HPLC/UPLC, GC, UV-Vis, dissolution systems, and other analytical instrumentation.
· Operate, calibrate, and troubleshoot laboratory instruments; coordinate routine and preventive maintenance to ensure instrument reliability and compliance.
· Support and execute method development, optimization, verification, transfer, and validation activities, preparing protocols, reports, and supporting documentation as required.
· Review, interpret, and trend analytical data to identify abnormalities, contribute to investigations, and implement scientifically justified corrective actions.
· Document all laboratory work in compliance with cGMP, GLP, FDA regulations (21 CFR 210/211), ICH guidelines, and internal data integrity policies.
· Prepare analytical reagents, standards, mobile phases, and solutions following established procedures and good laboratory practice.
· Conduct literature reviews to support method development, troubleshooting, and scientific justification for analytical approaches.
· Participate in and support the technical transfer of analytical methods and knowledge to the QC laboratory or other internal stakeholders.
· Provide training, coaching, and technical oversight to Analytical Chemist I staff to build competency and ensure consistent execution of laboratory procedures.
· Contribute to audit preparation, inspection readiness, and departmental continuous improvement initiatives.









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, Biochemistry, Pharmaceutical Sciences, or a closely related scientific discipline required.
· Master’s degree 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.)
	· 2–5 years of analytical laboratory experience within a cGMP pharmaceutical, biotechnology, or contract laboratory environment required.
· Demonstrated hands-on proficiency with HPLC/UPLC required; experience with GC, dissolution, and wet chemistry techniques strongly preferred.
· Prior experience contributing to method development, validation, or technical transfer preferred.

	Number of Years 
(Minimum to Maximum)
	2-5




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 chromatographic and spectroscopic techniques, laboratory instrumentation, and analytical troubleshooting.
· In-depth understanding of cGMP, GLP, FDA regulations (21 CFR 210/211), ICH guidelines, and data integrity expectations.
· Ability to write technical documents—including protocols, reports, investigations, and analytical summaries—with clarity and scientific rigor.
· Demonstrated ability to perform root cause analysis and contribute to laboratory investigations.
· Proficiency in analytical software systems (e.g., Empower, ChemStation) and Microsoft Excel/Word.
· Strong organizational skills with the ability to prioritize, manage multiple assignments, and meet time-sensitive deadlines.
· Effective communication skills, including the ability to convey complex analytical concepts to technical and non-technical audiences.
· Ability to mentor junior staff and support team knowledge-building.

	Certifications
	N/A

	Licenses
	N/A

	Other
	· Must have sound understanding of chemical safety requirements, appropriate PPE use, and hazardous waste handling procedures.




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 for extended periods while performing laboratory work.
· Ability to lift and move up to 20 lbs of laboratory materials or equipment.
· Frequent use of hands for fine motor tasks, instrument manipulation, and sample preparation.
· Visual acuity required for instrument monitoring, sample preparation, data analysis, and documentation.


.
b. Work environment:
	This position operates within a cGMP analytical laboratory involving regular exposure to chemicals, solvents, laboratory instrumentation, and temperature-controlled environments. Strict adherence to safety procedures, PPE requirements, and laboratory conduct is required. Work may occasionally demand extended hours to support testing schedules, investigations, or project timelines.



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
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