SOP Template: Standardized Operating Conditions
Documentation

This SOP defines the process for creating and maintaining standardized operating conditions documentation to
ensure consistency, accuracy, and compliance across all operational activities. It covers the identification of key
parameters, documentation formats, review and approval workflows, periodic updates, and dissemination protocols to
support seamless communication and operational efficiency within the organization.

1. Purpose

To establish standardized procedures for documenting, reviewing, updating, and disseminating operating conditions
across all relevant operations.

2. Scope

This SOP applies to all departments and personnel responsible for drafting, implementing, and maintaining operational
procedure documentation.

3. Definitions

Term Definition
Standardized Operating Predefined and documented parameters under which specific operations are to be
Conditions (SOC) performed to ensure quality and compliance.
Document Owner Individual responsible for maintaining and updating the SOC documentation.

Any person or group impacted by or responsible for the operations covered in the

Stakeholder .
documentation.

4. Responsibilities

Process Owners: Draft and maintain SOC documentation.

Quality Assurance: Review and ensure compliance with internal and external standards.
Management: Approve documentation and allocate necessary resources.

End Users: Follow documented operating conditions and provide feedback for improvement.

5. Procedure

—_

. Identification of Key Parameters
o List critical operational variables and control points.
o Consult with relevant stakeholders for parameter validation.
2. Documentation Format
o Use organization-approved templates for SOC documentation.
o Include the following sections: Title, Purpose, Scope, Definitions, Parameters, Procedures, Responsibilities,
Revision History.
. Review and Approval Workflow
o Draftis reviewed by process owner and quality assurance.
o Final approval by department management.
o Store approved documents in a controlled repository.
. Periodic Updates
o Review SOC documents at least annually or upon significant change to operations.
o Document changes in the revision history section.
5. Dissemination Protocol
o Notify all relevant personnel of new or revised SOC documents.
o Provide version-controlled digital access.
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6. Documentation and Records



e AllSOC documents must be version controlled and archived per organizational policy.
¢ Ensure traceability of changes and approvals.

7. Reference Documents

¢ Quality Management System Manual
e Document Control Policy
¢ Relevant regulatory guidelines

8. Revision History

Version Date Description of Change Approved By

1.0 2024-06-15 Initial creation Management
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