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Installation Qualification

Use this template to iQ protocol for installing [equipment_or_system] used in device

production.
Template Metadata
Field Details
Category Medical Devices
Owner [Team or owner]
Version [Version number]
Effective Date [Date]
Review Cycle [Monthly / Quarterly / Annual / Event-based]
Status [Draft / In Review [ Approved]
Purpose

State the installation qualification objective and equipment or system under qualification.

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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System Description

Identify equipment model, serial number, software version, intended process, and location.

Item

[Item or
requirement]

[Item or
requirement]

Notes

Details Owner Status

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

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

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

comments.]

Installation Requirements

List approved drawings, components, configuration, safety features, and supplier installation criteria.

Item

[Item or
requirement]

[Item or
requirement]

Notes

Details Owner Status

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

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

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

comments.]

Utilities and Environment

Verify power, compressed air, network, temperature, humidity, and cleanroom or ESD requirements.
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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.]

Documentation Checks

Confirm manuals, calibration certificates, spare parts, preventive maintenance, and training records.

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.]

Test Results

Record installation verification steps, expected results, actual results, pass/fail status, and

deviations.
Item Details Owner Status
[Item or [Describe the relevant detail, evidence, or [Owner] [Open/
requirement] decision] Complete]

file:///var/folders/4v/t4gyc96s7zb8t514_r57qgr40000gn/T/tmprsoeouzj/template.html 3/4



5/5/26,2:43 PM Installation Qualification

Item Details Owner Status

[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.]

Approval

State readiness for OQ, open issues, restrictions, and required Quality and Engineering approvals.

Use validation protocol language and include executable check 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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