Standard Operating Procedure (SOP): Standardized
Work Instructions Development

Purpose

This SOP details the process for developing standardized work instructions, encompassing the creation, review,
validation, and continuous improvement of clear and concise work procedures. It ensures consistency, quality, and
efficiency across operations by providing employees with precise guidelines to perform tasks safely and effectively,
reducing variability and enhancing productivity.

Scope

Applies to all departments and personnel involved in drafting, reviewing, approving, and utilizing work instructions within
the organization.

Roles & Responsibilities

Role

Responsibility

Process Owner Initiate, oversee, and approve the work instruction development process.

Document Author Create and draft standardized work instructions.

Reviewer(s) Examine and provide feedback for accuracy, clarity, and completeness.

Validator/SME Test and verify that the instructions are practical and effective.

Employees/End-users Follow work instructions and provide feedback for improvements.

Procedure

. Identify Need for Instruction

o Determine tasks, processes, or changes requiring standardization.

. Draft Work Instruction

o Document Author prepares a clear, step-by-step procedure using the standard template.
o Include safety precautions, required tools, materials, and expected outcomes.

. Internal Review

o Send draft to assigned reviewers for feedback on accuracy, clarity, and completeness.
o Revise as necessary based on reviewer comments.

. Validation

o SME or validator tests the instruction in real work conditions.

o Document any issues, ambiguities, or inefficiencies and adjust as needed.
Approval

o Process Owner reviews the final version for compliance and formally approves the document.
Distribution

o Publish the approved work instruction in the designated document control system.

o Notify relevant staff and provide necessary training.

. Continuous Improvement

o Regularly review and update work instructions based on feedback, changes in process, or incidents.

Documentation & Records

Drafts and revisions of work instructions
Review and approval records
Validation and feedback forms

Training attendance records

References



e Document Control Policy
¢ Quality Management System Procedures
¢ Relevant regulatory or industry standards
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