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	Department
	 Manufacturing

	Job Title
	 Batch Record Reviewer
	FLSA Status
	 Non-Exempt

	Role
	 N/A

	Sub Role (If any)
	 N/A

	Reports To
	 Assistant Manager, Manufacturing



1. Role Purpose:
(Provide a summary of the primary purpose of this role)
	· Perform timely and accurate manufacturing-level review of executed batch records and supporting production documentation for oral solid dosage (OSD) manufacturing.
· Verify that records are complete, accurate, internally consistent, and documented in accordance with approved procedures, current Good Manufacturing Practices (cGMP), Good Documentation Practices, and data integrity requirements.
· Support weighing and blending, encapsulation, compression, and coating operations by identifying documentation discrepancies and coordinating appropriate resolution with responsible manufacturing personnel.
· Maintain visibility of batch record review status, outstanding documentation items, and transfer of completed record packages to Quality Assurance.
· Perform manufacturing documentation review and coordination responsibilities. Quality Assurance retains its designated review, approval, and product disposition responsibilities.



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)
	· Review executed manufacturing batch records and supporting documentation for completeness, accuracy, legibility, and consistency before submission to Quality Assurance.
· Verify that required entries, dates, times, signatures, initials, and independent checks are present and consistent with the applicable batch record instructions and approved procedures.
· Cross-check material names, material codes, lot numbers, quantities, equipment identification, and other traceability information against supporting records, as applicable.
· Review documented calculations, yields, material reconciliations, and in-process results for mathematical accuracy and consistency with established requirements; escalate discrepancies or results outside specified limits.
· Review equipment and room logbooks, cleaning records, equipment-use records, and other supporting documents for required entries and consistency with the batch record.
· Verify that required attachments, printouts, forms, and referenced supporting records are present, identifiable, and associated with the correct batch.
· Identify missing information, inconsistent entries, unexplained changes, and other documentation concerns; maintain a clear record of outstanding items requiring follow-up.
· Coordinate documentation corrections and clarifications with the personnel responsible for the original activities in accordance with approved procedures. Preserve original entries and ensure corrections remain attributable and traceable.
· Escalate suspected process departures, potential data integrity concerns, unexplained discrepancies, and possible product-quality issues to Manufacturing management and Quality Assurance.
· Verify that identified deviations or other quality events are appropriately referenced and routed for review in accordance with approved procedures.
· Track batch record receipt, review progress, outstanding corrections, and transfer to Quality Assurance using approved logs, spreadsheets, or electronic systems.
· Coordinate with operators, supervisors, and other departments to resolve documentation items within established timelines and communicate barriers or overdue records to management.
· Assemble and reconcile completed manufacturing record packages for transfer to Quality Assurance, maintaining document accountability throughout the review process.
· Support responses to Quality Assurance review comments by obtaining source documentation and coordinating follow-up with appropriate manufacturing personnel.
· Provide backup review of packaging documentation when assigned and appropriately trained.
· Support investigations by retrieving records, identifying relevant entries, and providing factual summaries of documentation findings.
· Identify recurring documentation errors and recommend improvements to forms, review practices, and training needs.
· Support audit and inspection requests by retrieving manufacturing records and communicating their status through designated channels.
· Maintain an orderly work area, protect controlled records from loss or damage, and report unsafe conditions or unusual circumstances.
· Perform other related duties as assigned by management.



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 a scientific, technical, manufacturing, or related 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 relevant experience in pharmaceutical manufacturing, packaging, batch record review, document control, or quality support preferred. 
· Experience reviewing detailed records, verifying data accuracy, or maintaining documentation in a manufacturing, laboratory, or administrative setting is a plus.
· Familiarity with oral solid dosage manufacturing processes preferred, but not required.

	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
	· Working knowledge of cGMP requirements, Good Documentation Practices, and pharmaceutical data integrity principles.
· Ability to read and interpret batch records, SOPs, operating instructions, equipment logs, and training materials.
· Strong proofreading skills and ability to identify missing entries, inconsistent information, calculation errors, and discrepancies across related documents.
· Basic mathematical proficiency, including arithmetic, percentages, yield calculations, and material reconciliation.
· Understanding of appropriate documentation corrections and the importance of preserving original information, traceability, and attribution.
· Ability to distinguish a documentation discrepancy from an issue requiring assessment by Manufacturing management or Quality Assurance.
· Proficiency in Microsoft Word, Excel, Outlook, and basic electronic data entry and tracking tools.
· Strong organizational skills and ability to maintain record accountability while managing multiple batches and review deadlines.
· Effective written and verbal communication skills, including the ability to explain documentation findings clearly and follow up professionally.
· Ability to sustain attention during detailed record review and complete assigned work while recognizing when additional guidance is needed.

	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:
	· Regularly required to sit and use a computer, keyboard, and mouse for extended periods while reviewing and tracking documentation.
· Required to stand and walk through manufacturing areas to obtain records and coordinate documentation follow-up.
· Required to handle, organize, and review detailed printed and electronic records.
· Required to communicate effectively with operators, supervisors, Quality Assurance, and other personnel.
· Occasionally required to bend, reach, and lift or move records or materials weighing up to 50 pounds.
· Required to wear applicable gowning and personal protective equipment when entering designated manufacturing areas.


.
b. Work environment:
	This position works primarily in an office or designated documentation review area, with routine interaction in GMP-controlled pharmaceutical manufacturing areas. Work involves sustained review of printed and electronic records, computer use, and coordination with manufacturing personnel. Entry into production areas may involve exposure to equipment noise, airborne powders or dust, and varying temperatures. Employees must follow applicable gowning, hygiene, access, and safety procedures.



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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