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Operational Qualification

Use this template to oQ protocol challenging [equipment_or_process] operating ranges.

Template Metadata
Field Details
Category Medical Devices
Owner [Team or owner]
Version [Version number]

Effective Date
Review Cycle

Status

Purpose

[Date]
[Monthly / Quarterly [ Annual / Event-based]

[Draft / In Review [ Approved]

State the OQ objective and system functions being challenged.

Item

[Item or
requirement]

[Item or
requirement]

Notes

Details Owner

[Describe the relevant detail, evidence, or [Owner]
decision]

[Describe the relevant detail, evidence, or [Owner]
decision]

Status

[Open /
Complete]

[Open/
Complete]

[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer

comments.]
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Operating Ranges

Define normal operating ranges, alarms, interlocks, recipes, and worst-case setpoints.

Item Details Owner Status

[Item or [Describe the relevant detail, evidence, or [Owner] [Open/

requirement] decision] Complete]

[Item or [Describe the relevant detail, evidence, or [Owner] [Open/

requirement] decision] Complete]
Notes

[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer
comments.]

Prerequisites

Confirm 1Q completion, calibration, trained operators, approved procedures, and test materials.

Item Details Owner Status

[Item or [Describe the relevant detail, evidence, or [Owner] [Open/

requirement] decision] Complete]

[Item or [Describe the relevant detail, evidence, or [Owner] [Open/

requirement] decision] Complete]
Notes

[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer
comments.]

Challenge Tests

Describe low, nominal, and high settings, alarm challenges, fault conditions, and repeat runs.
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Item

[Item or
requirement]

[Item or
requirement]

Notes

Operational Qualification

Details

[Describe the relevant detail, evidence, or
decision]

[Describe the relevant detail, evidence, or
decision]

Owner

[Owner]

[Owner]

Status

[Open/
Complete]

[Open/
Complete]

[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer

comments.]

Acceptance Criteria

Define measurable criteria for process outputs, alarms, controls, and data capture.

Item

[Item or
requirement]

[Item or
requirement]

Notes

Details

[Describe the relevant detail, evidence, or
decision]

[Describe the relevant detail, evidence, or
decision]

Owner

[Owner]

[Owner]

Status

[Open/
Complete]

[Open/
Complete]

[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer

comments.]

Data Review

Explain raw data review, statistical summary, deviation handling, and retest rules.

Item

[Item or
requirement]

[Item or
requirement]

Details

[Describe the relevant detail, evidence, or
decision]

[Describe the relevant detail, evidence, or
decision]
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[Owner]

[Owner]

Status

[Open/
Complete]

[Open/
Complete]
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Notes

[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer

comments.]

Release to PQ

State conditions for proceeding to performance qualification or production readiness. Use
qualification-ready language and include test case tables.

Item Details Owner Status

[Item or [Describe the relevant detail, evidence, or [Owner] [Open/

requirement] decision] Complete]

[Item or [Describe the relevant detail, evidence, or [Owner] [Open/

requirement] decision] Complete]
Notes

[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer

comments.]
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